TITLE 410
INDIANA STATE DEPARTMENT OF HEALTH

NOTE: Under IC 16-1-1-6, thename of the Indiana State
Board of Healthischanged to Indiana State Department
of Health, effective January 1, 1992.
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ARTICLE 1. COMMUNICABLE DISEASE
CONTROL

Immunization of School Children

Communicable Disease Reporting and Control

(Repealed)

Rule2.1. Disease Reporting and Control (Repealed)

Rule 1.
Rule 2.

Rule2.2. Notification of Person at Risk
Rule 2.3. Disease Reporting and Control

Rule 3. Infectious Waste

Rule 4. Universal Precautions

Rule5.  Sanitary Operation of Tattoo Parlors

Rule6.  Offering of Human Immunodeficiency Virus

Information and Counseling and Human I mmuno-
deficiency Virus Testing

Rule 1. Immunization of School Children

4101AC1-1-1  Immunization requirements

4101AC1-1-2  Immunization history; parental statement
4101AC1-1-3  Documentation of immunization history
4101AC1-1-4 Report formssubmitted by school corporaions

4101AC 1-1-1 Immunization requirements
Authority: 1C 20-8.1-7-9.5
Affected: |C 20-8.1-7

Sec. 1. Immunization Requirements. For those diseases
listed in IC 20-8.1-7 (diphtheria, tetanus, whooping cough,
poliomyditis, mead es, and rubdlla), theadequately immuniz-
ing doses and the child's age for administering each vaccine
shdl be those recommended in the current Report of the
Committee on Infectious Diseases of the American Acad-
emy of Pediatrics (“Red Book™) or those currently recom-
mended by theUnited States Public Heal th Service Advisory
Committee on Immunization Practices. (Indiana Sate
Department of Health; Reg HCD 32,Sec 1; filed Aug 12,
1976, 10:09 am: Rules and Regs. 1977, p. 217; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-1-2 Immunization history; parental

statement
Authority: IC 20-8.1-7-9.5
Affected: 1C 20-8.1-7

Sec. 2. Statement of Immunization History. When achild
enrollsfor thefirgt timein aschool corporation the parents
shdl furnish to the governing body of that corporation an
adequately documented statement of the child's immuniza
tionswhich shal show that the child hasreceived at least the
minimum number of dosesfor his age as recommended by
theofficia bodiesnamedin Section 1[4101AC 1-1-1] . The
statement shall also show whether the child has been tested
for scklecell anemiaor for lead poisoning and the results of
any such testing. (Indiana Sate Department of Health; Reg
HCD 32,Sec 2; filed Aug 12, 1976, 10:09 am: Rules and
Regs. 1977, p. 217; readopted filed Jul 11, 2001, 2:23 p.m.;
24 1R4234)



4101AC 1-1-3

410 |AC 1-1-3 Documentation of immunization

history
Authority: IC 20-8.1-7-9.5
Affected: 1C 20-8.1-7

Sec. 3. Documentation. Adequate documentation of an
immunization history shall consist of:

(a) aphysician's certificate, if available; or

(b) immunization records forwarded from another

school corporation; or

(c) a record maintained by the parent showing the

month and year during which each dose of vaccinewas

administered.
(Indiana Sate Department of Health; Reg HCD 32,S 3;
filed Aug 12,1976, 10:09 am: Rulesand Regs. 1977, p. 218;
readopted filed Jul 11, 2001, 2:23 p.m.; 24 IR 4234)

4101AC 1-1-4 Report forms submitted by school

cor por ations
Authority: 1C 20-8.1-7-9.5
Affected: |C 20-8.1-7

Sec. 4. Reports of Immunization and Testing to the
State Board of Health. All reportsrequired to be madeto
the State Board of Health by school corporationsshall be
submitted on forms prescribed and provided by the Board
for those purposes. (Indiana State Department of Health;
Reg HCD 32,Sec 4; filed Aug 12, 1976, 10:09 am: Rules
and Regs. 1977, p. 218; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

Rule 2. Communicable Disease Reporting and
Control (Repealed)
(Repealed by Indiana State Department of Health; filed
Jul 27,1988, 2:50 pm: 11 IR 4098)

Rule 2.1. Disease Reporting and Control (Re-
pealed)
(Repealed by Indiana Sate Department of Health; filed
Sep 11, 2000, 1:36 p.m.: 24 IR 369)

Rule 2.2. Notification of Person at Risk
4101AC 1-2.2-1 “Carrier” defined
4101AC 1-2.2-2 “Department” defined
4101AC 1-2.2-3 “Highrisk activity” defined
4101AC 1-2.2-4 “Person at risk” defined
4101AC1-2.2-5 Reportsto local health officer
4101AC1-2.2-6 Contact by department
4101AC 1-2.2-7 Confidentiality of notice
4101AC 1-2.2-8 Registry

4101AC 1-2.2-1 “Carrier” defined
Authority: 1C 16-41-7-4
Affected: 1C 16-41-7
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Sec. 1. Asused in thisrule, “carrier” means a person
infected with human immunodeficiency virus (HIV) or
acquired immune deficiency syndrome (AIDS) or tested
positive for Hepatitis B surface antigen. (Indiana State
Department of Health; 410 IAC 1-2.2-1; filed Mar 21,
1994, 5:00 p.m.: 17 IR 1882; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-2.2-2 *“Department” defined
Authority: IC 16-41-7-4
Affected: |C 16-41-7

Sec. 2. Asused in this rule, “ department” means the
Indiana state department of health. (Indiana Sate De-
partment of Health; 410 IAC 1-2.2-2; filed Mar 21,
1994, 5:00 p.m.: 17 IR 1882; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-2.2-3 “High risk activity” defined
Authority: |C 16-41-7-4
Affected: |C 16-41-7

Sec. 3. Asused in thisrule, “high risk activity” means
sexual or needle sharing contact that has been demon-
strated epidemiologically to transmit a dangerous com-
municable disease, such as human immunodeficiency
virus (HIV), acquired immune deficiency syndrome
(AIDS), or Hepatitis B. (Indiana State Department of
Health; 410 1AC 1-2.2-3; filed Mar 21, 1994, 5:00 p.m.
17 IR 1882; readopted filed Jul 11, 2001, 2:23 p.m.: 24
IR 4234)

410 1AC 1-2.2-4 “Person at risk” defined
Authority: IC 16-41-7-4
Affected: 1C 16-41-7

Sec. 4. Asused in thisrule, “person at risk” means an
individua who, in the best judgment of aphysician, has
engaged in high risk activity or isin imminent danger of
engagingin highrisk activity. (Indiana State Department
of Health; 410 IAC 1-2.2-4; filed Mar 21, 1994, 5:00
p.m.: 17 IR 1882; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC 1-2.2-5 Reportsto local health officer
Authority: |1C 16-41-7-4
Affected: |C 16-41-7

Sec. 5. (@) If ahealth officer isnotified inwriting by a
physician of a patient for whom the physician has
medical verification that the patient isacarrier, and who,
in the best judgment of the physician, is a serious and
present danger to the health of others, the health officer
shall make an investigation of the carrier to determine



265 INDIANA STATE DEPARTMENT OF HEALTH

whether the environmental conditions surrounding the
carrier or the conduct of the carrier requirestheinterven-
tion by the health officer or designated health official to
prevent the spread of diseaseto others. Thisinvestigation
shall include the following:
(1) A determination of theenvironmental conditionsor
specific conduct of the carrier that pose a risk of
spreading the disease.
(2) A determination of the epidemiological signifi-
cance of the risk of spreading disease caused by the
environmental conditionsor the conduct of the carrier.
(b) If it isdetermined, following the investigation, that
the condition or conduct warrants further intervention,
this action shall be handled by the local health officer or
referred to the department for further action. (Indiana
Sate Department of Health; 410 IAC 1-2.2-5; filed Mar
21,1994, 5:00 p.m.: 17 IR 1882; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-2.2-6 Contact by department
Authority: |C 16-41-7-4
Affected: |C 16-41-7-3

Sec. 6. (@) If the department is requested in writing by
aphysician who hascomplied with | C 16-41-7-3(b)(2) to
notify a person at risk, the department shall contact the
physician to determine that the physician:

(1) hasmedical verification that the patientisacarrier;

(2) knows the identity of the person at risk and has a

reasonable belief of a significant risk of harm to the

identified person at risk;

(3) has reason to believe the identified person at risk

has not been informed and will not be informed of the

risk by the patient or another person; and

(4) hasmade reasonable effortsto informthe carrier of

the physician'sintent to make or cause the department

to make a disclosure to the person at risk.

(b) The department shall notify the person at risk
unless, in the opinion of the department, the person at
risk:

(2) has aready been notified;

(2) will be notified; or

(3) will otherwise be made awarethat they areaperson

at risk.

(Indiana Sate Department of Health; 410 IAC 1-2.2-6;
filed Mar 21, 1994, 5:00 p.m.: 17 IR 1883; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-2.2-7 Confidentiality of notice
Authority: |1C 16-41-7-4
Affected: |C 16-41-7

Sec. 7. All notifications of persons at risk shall be

4101AC1-2.2-8

conducted confidentially and in person by trained public
health disease intervention specialists (DIS). All identi-
fied persons at risk shal receive information about
counseling and be offered serologic testing. (Indiana
Sate Department of Health; 410 IAC 1-2.2-7; filed Mar
21, 1994, 5:00 p.m.: 17 IR 1883; errata filed Apr 14,
1994, 5:00 p.m.: 17 IR 2080; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-2.2-8 Registry
Authority: IC 16-41-7-4
Affected: [1C 16-41-7

Sec. 8. The department shall establish a confidential
registry of all persons submitting written requests pursu-
ant to section 6 of thisrule. Theregistry shall includethe
following information about the physician:

(1) Full name.

(2) Street address.

(3) City.

(4) Zip code.

(5) County.

(6) Telephone number.

(Indiana Sate Department of Health; 410 IAC 1-2.2-8;
filed Mar 21, 1994, 5:00 p.m.: 17 IR 1883; errata filed
Apr 14, 1994, 5:00 p.m.: 17 IR 2080; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 2.3. Disease Reporting and Control

4101AC1-2.3-1
4101AC1-2.3-2
410IAC1-2.3-3
410IAC1-2.3-4
410IAC1-2.3-5
410IAC1-2.3-6
4101AC1-2.3-7
410IAC1-2.3-8
410IAC1-2.3-9
410 IAC 1-2.3-10
410IAC1-2.3-11
410IAC 1-2.3-12
410 IAC 1-2.3-13
410IAC 1-2.3-14
410 IAC 1-2.3-15
410 IAC 1-2.3-16
410 IAC 1-2.3-17
410 IAC 1-2.3-18
410 IAC 1-2.3-19
410 IAC 1-2.3-20

410 IAC 1-2.3-22
410 IAC 1-2.3-23
410 IAC 1-2.3-24
410 IAC 1-2.3-25
410 IAC 1-2.3-26
410 IAC 1-2.3-27

Applicability

“Active surveillance” defined
“Airborne precautions’ defined
“Bloodborne pathogens” defined
“Carrier” defined

“Case” defined

“Case ascertainment” defined
“Case management” defined
“Cleaning” defined
“Commissioner” defined
“Communicable disease” defined
“Concurrent disinfection” defined
“Contact” defined

“Contact precautions’ defined
“Contact tracing” defined
“Contaminated sharp” defined
“Contamination” defined
“Control measures’ defined
“Counseling and testing site” defined
“Day care center” defined
4101AC1-2.3-21 “

Decontamination” defined

“Department” defined

“Droplet precautions’ defined
“Food handler” defined

“Hand washing procedures’ defined
“HBV” defined

“HCV” defined



4101AC1-2.3

4101AC 1-2.3-28
4101AC 1-2.3-29
4101AC1-2.3-30
4101AC1-2.3-31
4101AC1-2.3-32

4101AC1-2.3-33
4101AC1-2.3-34
4101AC1-2.3-35
4101AC 1-2.3-36

4101AC1-2.3-37
4101AC 1-2.3-38
4101AC 1-2.3-39
4101AC 1-2.3-40

4101AC1-2.3-41
4101AC 1-2.3-42
4101AC 1-2.3-43
4101AC1-2.3-44
4101AC 1-2.3-45
4101AC 1-2.3-46
4101AC 1-2.3-47

4101AC 1-2.3-48
4101AC1-2.3-49

4101AC 1-2.3-50

4101AC1-2.3-51
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“Health care facility” defined

“Health care worker” defined

“HIV” defined

“HIV infection/disease” defined
“Intervention or prevention activities’
defined

“Invasive disease” defined

“Local health officer” defined

“Medical laboratory” defined

“Other potentially infectious materials”’
defined

“Outbreak” defined

“Quaranting” defined

“Restriction of activities” defined
“Serious and present danger to health”
defined

“Sexually transmitted disease” defined
“Standard precautions’ defined

“Sterilize” defined

“Suspect case” defined

“Terminal cleaning” defined

“Universal precautions’ defined
Reporting requirements for physicians and
hospital administrators

Laboratories; reporting requirements
Diseaseintervention measures; responsibil-
ity to investigate and implement
Confidentiality of medical and epidemio-
logical information

General control measures

410 1AC 1-2.3-52 Animal bites; specific control measures

4101AC 1-2.3-53
4101AC 1-2.3-54
4101AC 1-2.3-55
410 1AC 1-2.3-56
4101AC 1-2.3-57

4101AC 1-2.3-58
4101AC 1-2.3-59

4101AC 1-2.3-60

Anthrax; specific control measures
Babesiosis; specific control measures
Botulism; specific control measures
Brucellosis; specific control measures
Campylobacteriosis; specific control mea-
sures

Chancroid; specific control measures
Chlamydial infections, genital; specific
control measures

Cholera; specific control measures

4101AC 1-2.3-72

4101AC 1-2.3-73

4101AC 1-2.3-74

4101AC 1-2.3-75
4101AC1-2.3-76

4101AC 1-2.3-77
4101AC1-2.3-78
4101AC 1-2.3-79
4101AC 1-2.3-80
4101AC1-2.3-81

4101AC 1-2.3-82
4101AC 1-2.3-83

4101AC 1-2.3-84

4101AC 1-2.3-85

4101AC 1-2.3-86
4101AC 1-2.3-87

4101AC 1-2.3-88
4101AC 1-2.3-89
4101AC 1-2.3-90
4101AC 1-2.3-91
4101AC 1-2.3-92
4101AC1-2.3-93

4101AC 1-2.3-94

4101AC1-2.3-95

4101AC 1-2.3-96

4101AC 1-2.3-97
4101AC 1-2.3-98
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Hepatitis, viral, Type A; specific control
measures

Hepatitis, viral, Type B and Type D; spe-
cific control measures

Hepatitis C infection; specific control mea-
sures

Histoplasmosis; specific control measures
Human immunodeficiency virus infec-
tion/disease; specific control measures
Legionellosis; specific control measures
Leptospirosis; specific control measures
Listeriosis; specific control measures
Lyme disease; specific control measures
Lymphogranuloma venereum; specific
control measures

Malaria; specific control measures
Measles (rubeola); specific control mea-
sures

Meningitis, aseptic; specific control mea-
sures

Meningococcal infections, invasive; spe-
cific control measures

Mumps; specific control measures
Pediatric blood lead; specific control mea-
sures

Pertussis; specific control measures
Plague; specific control measures
Poliomydlitis; specific control measures
Psittacosis; specific control measures

Q fever; specific control measures

Rabies, human and animal; specific control
measures

Rocky mountain spotted fever; specific
control measures

Rubella (German meadles); specific control
measures

Salmonellosis, other than typhoid fever;
specific control measures

Shigellosis; specific control measures
Staphylococcus aureus, vancomycin resis-
tant level > 8 pg/mL; specific control mea-

4101AC 1-2.3-61 Cryptosporidiosis;, specific control mea-

4101AC 1-2.3-62
4101AC 1-2.3-63
4101AC 1-2.3-64
4101AC 1-2.3-65
4101AC 1-2.3-66
4101AC 1-2.3-67
4101AC1-2.3-68
4101AC 1-2.3-69

4101AC1-2.3-70
4101AC1-2.3-71

sures
Cyclospora species; specific control mea-
sures

Diphtheria; specific control measures
Ehrlichiosis; specific control measures
Encephalitis, arboviral; specific control
measures

E. coli infection (including E. coli
0157:H7) and hemolytic uremic syndrome;
specific control measures

Gonorrhes; specific control measures
Granulomainguinale; specific control mea-
sures

Haemophilus influenzae invasive disease;
specific control measures

Hansen’ sdisease; specific control measures
Hantavirus; specific control measures

sures
410 1AC 1-2.3-99 Invasive Streptococcus pneumoniae; spe-
cific control measures
Streptococcal disease, invasive, Group A
and streptococcal toxic shock syndrome;
specific control measures
Invasive Group B streptococcal infec-
tions (infectious agent: Streptococcus
agalactiae); specific control measures
Syphilis; specific control measures
Tetanus; specific control measures
Toxic shock syndrome; specific control
measures
Trichinosis; specific control measures
Tuberculosis; specific control measures
Tularemia; specific control measures
Typhoid fever; specific control measures
Typhus, endemic (flea borne)

4101AC1-2.3-100

4101AC1-2.3-101

4101AC 1-2.3-102
4101AC 1-2.3-103
4101AC 1-2.3-104

410 1AC 1-2.3-105
410 1AC 1-2.3-106
410 1AC 1-2.3-107
4101AC1-2.3-108
410 1AC 1-2.3-109
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4101AC1-2.3-110 Varicella(chicken pox) resulting in hos-
pitalization or death; specific control
measures

4101AC1-2.3-111 Yellow fever; specific control measures

4101AC1-2.3-112 Yersiniosis; specific control measures

4101AC 1-2.3-113 Incorporation by reference

4101AC 1-2.3-1 Applicability
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 1. The definitions in this rule apply throughout
thisrule. (Indiana State Department of Health; 410 IAC
1-2.3-1; filed Sep 11, 2000, 1:36 p.m.: 24 IR 334)

410 IAC 1-2.3-2 “Activesurveillance” defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 2. " Activesurveillance” meanstaking measuresto
identify all cases of an infectious disease by the local
health officer or department, including, but not limitedto,
calling or otherwise contacting:

(1) physicians;

(2) hospitals;

(3) clinics;

(4) laboratories; and

(5) others who might be aware of cases of disease.
(Indiana Sate Department of Health; 410 IAC 1-2.3-2;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 334)

4101AC 1-2.3-3 “Airborne precautions’ defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 3. “ Airborneprecautions’ meanstransmission-based
precautions for health care facilities designed to reduce the
risk of airborne transmission of infectious agents. Require-
ments for airborne precautions are presented in Guidelines
for Isolation Precautionsin Hospitals, Infection Control and
Hogspital Epidemiology, Volume 17, No. 1, January 1996.
(Indiana Sate Department of Health; 4101AC 1-2.3-3; filed
Sep 11, 2000, 1:36 p.m.: 24 IR 334)

4101AC 1-2.3-4 “Bloodborne pathogens’ defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 4. “Bloodborne pathogens’ means pathogenic
micro-organismsthat are present in human blood and can
cause disease in humans. These pathogens include, but
are not limited to, the following:

(1) HBV.

(2) HCV.

(3) HIV.

4101AC1-2.3-9

(Indiana Sate Department of Health; 410 IAC 1-2.3-4;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 334)

4101AC 1-2.3-5 “Carrier” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 5. “Carrier” means a person who harbors a
specific infectious agent without discernible clinical
disease and serves as a potential source of infection.
(Indiana Sate Department of Health; 410 IAC 1-2.3-5;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 334)

4101AC 1-2.3-6 “Case” defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 6. “Case” means a person who harbors acommu-
nicable disease, usually in the presence of discernible
clinical disease, symptoms, or signs and may serve as a
potential sourceof infection. Specific casedefinitionsare
defined in the Centers for Disease Control and Preven-
tion publication Case Definitions for Infectious Condi-
tions Under Public Health Surveillance, MMWR,
Recommendations and Reports, May 2, 1997, Volume
46, No. RR-10and by referenceareincorporated into this
rule. (Indiana Sate Department of Health; 410 IAC 1-
2.3-6; filed Sep 11, 2000, 1:36 p.m.: 24 IR 334)

410 IAC 1-2.3-7 “Caseascertainment” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 7. " Caseascertainment” meanscollectingclinical,
laboratory, and epidemiological information for the
purpose of determining whether a reported case of
disease met the standard clinical or laboratory case
definition for thedisease, or both. (Indiana Sate Depart-
ment of Health; 410 IAC 1-2.3-7; filed Sep 11, 2000,
1:36 p.m.: 24 IR 334)

4101AC 1-2.3-8 *“Case management” defined
Authority: IC 16-41-2-1
Affected: |C 16-41-2

Sec. 8. " Casemanagement” means systematic monitoring
and quality assurance of diagnosis, treatment, control, and
prevention strategies performed by public health employees,
including, but not limited to, loca hedlth officers and their
designees. (Indiana State Department of Health; 4101AC 1-
2.3-8; filed Sp 11, 2000, 1:36 p.m.: 24 IR 335)

4101AC 1-2.3-9 “Cleaning” defined
Authority: IC 16-41-2-1
Affected: |1C 16-41-2
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Sec. 9. “Cleaning” means the removal by scrubbing
and washing, as with water and soap or suitable deter-
gent, or by vacuum cleaning of infectious agents and of
organic matter from surfaces on which and in which
infectious agents may find favorable conditions for
surviving or multiplying. (Indiana State Department of
Health; 410 1AC 1-2.3-9; filed Sep 11, 2000, 1:36 p.m.:
24 1R 335)

410 |AC 1-2.3-10 “Commissioner” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 10. “Commissioner” means the state health
commissioner or authorized officers, employees, or
agents of the department. (Indiana State Department of
Health; 410 |AC 1-2.3-10; filed Sep 11, 2000, 1:36 p.m.:
24 1R 335)

410 |AC 1-2.3-11 “Communicable disease” defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 11. “Communicabledisease” meansanillnessdue
to a specific infectious agent or its toxic products that
arises through transmission of that agent or its products
from an infected person, animal, or inanimate reservoir
to asusceptible host, either directly or indirectly, through
an intermediate plant or anima host, vector, or the
inanimate environment. (Indiana State Department of
Health; 410 1AC 1-2.3-11; filed Sep 11, 2000, 1:36 p.m.:
24 1R 335)

4101AC 1-2.3-12 “Concurrent disinfection” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 12. “Concurrent disinfection” meansthe applica
tion of disinfective measures including use of an EPA
approved disinfectant cleaning agent as soon as possible
after the discharge of infectious material from the body
of aninfected person or after the soiling of articleswith
suchinfectiousdischarges. (Indiana State Department of
Health; 4101AC 1-2.3-12; filed Sep 11, 2000, 1:36 p.m.:
24 1R 335)

410 1AC 1-2.3-13 “ Contact” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 13. “Contact” means a person or animal that has
been in association with an infected person or animal, or
a contaminated environment that is likely to provide an
opportunity to acquire the infection. (Indiana Sate
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Department of Health; 410 IAC 1-2.3-13; filed Sep 11,
2000, 1:36 p.m.: 24 IR 335)

410 1AC 1-2.3-14 “Contact precautions’ defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 14. “Contact precautions’ means procedures in
addition to standard precautions to prevent transmission
in health care facilities of diseases or conditions which
are spread primarily by direct or indirect contact. Direct
contact transmission involves skin-to-skin contact and
physical transfer of micro-organismsto asusceptiblehost
from an infected or colonized person. For details of the
precautions see Guideline for Isolation Precautions in
Hospitals, Infection Control and Hospital Epidemiology,
Volume 17, No. 1, January 1996. (Indiana State Depart-
ment of Health; 410 IAC 1-2.3-14; filed Sep 11, 2000,
1:36 p.m.: 24 IR 335)

410 1AC 1-2.3-15 “Contact tracing” defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 15. “Contact tracing” meansthe use of epidemio-
logical methods to confidentialy locate, counsel, and
refer for medical evaluation and possible treatment of
person or persons who have been in contact with some-
one with acommunicable disease in amanner that might
provide an opportunity to acquire the disease. (Indiana
Sate Department of Health; 410 1AC 1-2.3-15; filed Sep
11, 2000, 1:36 p.m.: 24 IR 335)

4101AC 1-2.3-16 “Contaminated sharp” defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 16. (a) “ Contaminated sharp” meansan object that
meets the following conditions:

(1) Is capable of cutting or penetrating the skin.

(2) Hasbeen in contact with blood or other potentially

infectious materials.

(b) Thetermincludes, but isnot limited to, thefollowing:

(1) Hypodermic or suture needle.

(2) Scalpel blade.

(3) Pipette.

(4) Lancet.

(5) Broken glass.
(Indiana State Department of Health; 410 1AC 1-2.3-16;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 335)

410 |AC 1-2.3-17 “Contamination” defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2
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Sec. 17. “Contamination” means the presence of an
infectious agent:

(1) on abody surface;

(2) in clothes;

(3) in bedding;

(4) on toys;

(5) on surgical instruments or dressings; or

(6) in or on other inanimate articles or substances,

including water and food.
(Indiana State Department of Health; 4101AC 1-2.3-17;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 336)

410 |AC 1-2.3-18 “Control measures’ defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 18. “Control measures’ means those measuresto
reduce the threat of disease transmission from a case of
communicable disease. (Indiana Sate Department of
Health; 410 1AC 1-2.3-18; filed Sep 11, 2000, 1:36 p.m.:
24 1R 336)

4101AC 1-2.3-19 “Counsdling and testing site” de-
fined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 19. “Counseling and testing site” means a place
that has been designated, approved, and registered with
the department to counsel and test individuals anony-
mously or confidentially, or both, for HIV . (Indiana State
Department of Health; 410 IAC 1-2.3-19; filed Sep 11,
2000, 1:36 p.m.: 24 IR 336)

4101AC 1-2.3-20 “Day carecenter” defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 20. “Day care center” meansaday nursery that is
any institution operated for the purpose of providing care
and maintenance to children separated fromtheir parent,
guardian, or custodian during a part of the day for two
(2) or more consecutive weeks, except a school or other
bonafide educational institution. (Indiana State Depart-
ment of Health; 410 IAC 1-2.3-20; filed Sep 11, 2000,
1:36 p.m.: 24 IR 336)

410 |AC 1-2.3-21 “Decontamination” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 21. “ Decontamination” meansthe use of physical
or chemica means to remove, inactivate, or destroy
bloodborne and other pathogens on asurface or item that
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doesnot requiresterilization, thusrendering theitem safe
for handling, use, or disposal. (Indiana State Department
of Health; 410 IAC 1-2.3-21; filed Sep 11, 2000, 1:36
p.m.: 24 IR 336)

410 1AC 1-2.3-22 “ Department” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 22. “ Department” meansthe Indiana state depart-
ment of health. (Indiana State Department of Health; 410
IAC 1-2.3-22; filed Sep 11, 2000, 1:36 p.m.: 24 IR 336)

410 1AC 1-2.3-23 “Droplet precautions’ defined
Authority: IC 16-41-2-1
Affected: |C 16-41-2

Sec. 23. “Droplet precautions’ means measures to
reduce the risk of droplet transmission of infectious
agents. Droplet transmission involves contact of the
conjunctivae or the mucous membranes of the nose or
mouth of asusceptible personwithlarge-particledroplets
(larger than five (5) micrometers in size) containing
micro-organisms generated from a person who has a
clinical diseaseor whoisacarrier of themicro-organism.
For complete description, see Guideline for Isolation
Precautionsin Hospitals, Infection Control and Hospital
Epidemiology, Volume 17, No. 1, 1996. (Indiana Sate
Department of Health; 410 IAC 1-2.3-23; filed Sep 11,
2000, 1:36 p.m.: 24 IR 336)

410 1AC 1-2.3-24 “ Food handler” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 24. “Food handler” means an individual who works
with unpackaged food, food equipment or utensils, or food
contact surfaces. (Indiana Sate Department of Health; 410
IAC 1-2.3-24; filed Sep 11, 2000, 1:36 p.m.: 24 IR 336)

410 1AC 1-2.3-25 “Hand washing procedures’ de-
fined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 25. “Hand washing procedures’ means vigorous
washing of hands using soap and running water from an
approved water supply, followed by drying hands using
clean paper or single use cloth toweling or air drying
devices. An alcohol-based hand rinse/foam may be used
when hands are not visibly soiled and in accordancewith
manufacturer’ sguidelines. (Indiana State Department of
Health; 410 |AC 1-2.3-25; filed Sep 11, 2000, 1:36 p.m.:
24 1R 336)
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4101AC 1-2.3-26 “HBV" defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 26. “HBV” means hepatitis B virus. (Indiana
Sate Department of Health; 410 1AC 1-2.3-26; filed Sep
11, 2000, 1:36 p.m.: 24 IR 336)

410 1AC 1-2.3-27 "HCV” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 27. “HCV” means hepatitis C virus. (Indiana
Sate Department of Health; 410 1AC 1-2.3-27; filed Sep
11, 2000, 1:36 p.m.: 24 IR 336)

410 1AC 1-2.3-28 “Health carefacility” defined
Authority: IC 16-41-2-1
Affected: |1C12-25;1C 16-21-2; IC 16-24-1; IC 16-28; 1C 16-41-2

Sec. 28. “Health care facility” includes the following:
(1) Hospitalslicensed under 1C 16-21-2, private mental
health institutions licensed under 1C 12-25, and tuber-
culosis hospitals established under 1C 16-24-1.
(2) Hedlth facilities licensed under 1C 16-28.
(3) Rehabilitation facilities and kidney disease treat-
ment centers.
(Indiana State Department of Health; 410 1AC 1-2.3-28;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 337)

410 |AC 1-2.3-29 “Health careworker” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 29. “Hedlth care worker” means a person who
provides services whether as an individual heath care
provider, volunteer, or student at or employee of ahealth
care facility. (Indiana State Department of Health; 410
IAC 1-2.3-29; filed Sep 11, 2000, 1:36 p.m.: 24 IR 337)

410 1AC 1-2.3-30 “HIV” defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 30. “HIV” meanshumanimmunaodeficiency virus.
(Indiana State Department of Health; 410 |AC 1-2.3-30;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 337)

410 |AC 1-2.3-31 “HIV infection/disease” defined
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 31. “HIV infection/disease” means a condition
that meets the criteria of one (1) of the following:
(1) Personswho meet the Centersfor Disease Control
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and Prevention (CDC) definition of AIDS, asfoundin
Morbidity and Mortality Weekly Report, Volume 41,
Recommendations and Reports No. RR-17,
December 18, 1992.
(2) Persons who have serologic evidence of HIV
infection.
(3) Other personswith signsor symptoms, or both, that
cause the attending physician to strongly suspect HIV
infection.
(4) Infants born to motherswith HIV infection/disease
and who have not been determined to be aseroreverter
as defined in the Morbidity and Mortality Weekly
Report Volume 43, No. RR-12, 1994 Revised Classi-
fied System for Human Immunodeficiency Virus
Infection in Children Less Than 13 Years of Age.
(5) Children under thirteen (13) years of age who meet
the CDC definition of HIV infection or AIDS, or both,
as found in Morbidity and Mortality Weekly Report
Volume 43, No. RR-12, 1994 Revised Classified
System for Human Immunodeficiency Virus|nfection
in Children Less Than 13 Y ears of Age.
(6) Persons who meet the CDC Revised Surveillance
Case Definition for HIV Infection, as found in Mor-
bidity and Mortality Weekly Report, Vol. 48, No. RR-
13, 1999, CDC Guidelinesfor National Human Immu-
nodeficiency Virus Case Surveillance, Including
Monitoring for Human Immunodeficiency Virus
Infection and Acquired mmunodeficiency Syndrome.
(Indiana State Department of Health; 410 1AC 1-2.3-31,
filed Sep 11, 2000, 1:36 p.m.;: 24 IR 337)

4101AC 1-2.3-32 “Interventionor prevention activi-
ties’ defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 32. “Intervention or prevention activities’ means:

(1) the promation of health by personal or community-

wide efforts;

(2) early detection to correct deviations from good

health; and

(3) the reduction of impairments and disabilities

caused by existing departures from good health.
(Indiana State Department of Health; 410 1AC 1-2.3-32;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 337)

410 |AC 1-2.3-33 “Invasive disease’ defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 33. “Invasive disease” means disease:
(1) inassociationwith positive bacterial culturesfrom:
(A) blood;
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(B) cerebrospinal fluid;
(C) pleural fluid;
(D) pericardia fluid;
(E) synovia fluid; or
(F) other usually sterile body fluid; or
(2) such as epiglattitis or necrotizing fasciitis, in associa-
tion with positive bacterial cultures from those Sites.
(Indiana State Department of Health; 410 1AC 1-2.3-33;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 337)

410 |AC 1-2.3-34 “Local health officer” defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 34. “Local hedlth officer” means the county/city
health officer or authorized officers, employees, or
agents of the county/city health department. (Indiana
Sate Department of Health; 410 1AC 1-2.3-34; filed Sep
11, 2000, 1:36 p.m.: 24 IR 337)

4101AC 1-2.3-35 “Medical laboratory” defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 35. “Medical laboratory” means an entity that
engages in the biological, microbiological, serological,
chemical, immunohematological, radiocimmunological,
hematological, cytological, pathological, or other exami-
nation of materials derived from the human body for the
detection, diagnosis, prevention, or treatment of any
disease, infection, or impairment, or the assessment of
human health. (Indiana Sate Department of Health; 410
IAC 1-2.3-35; filed Sep 11, 2000, 1:36 p.m.: 24 IR 337)

4101AC 1-2.3-36 “Other potentially infectious mate-
rials’ defined
Authority: IC 16-41-2-1
Affected: |C 16-41-2

Sec. 36. “Other potentially infectious materials’
means:

(1) semen;

(2) vagina secretions;

(3) cerebrospinal fluid,;

(4) synovid fluid;

(5) pleurd fluid;

(6) pericardial fluid;

(7) peritoneal fluid;

(8) amniotic fluid;

(9) sdlivain dental procedures;

(10) any body fluid that is visibly contaminated with

blood;

(11) al body fluids where it is difficult or impossible

to differentiate between body fluids;
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(12) any unfixedtissueor organ (other than intact skin)
from a human, living or dead;
(13) any HIV-containing cell or tissue cultures, organ
cultures and HIV-containing or HBV-containing
culture medium; or
(14) blood, organs, or other tissues from experimental
animals infected with HIV, HBV, or HCV.
(Indiana State Department of Health; 410 1AC 1-2.3-36;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 338)

410 1AC 1-2.3-37 “Outbreak” defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 37. “Outbreak” means cases of disease occurring
in acommunity, region, or particular population at arate
clearly in excess of that which is normally expected.
(Indiana State Department of Health; 410 1AC 1-2.3-37,
filed Sep 11, 2000, 1:36 p.m.: 24 IR 338)

410 1AC 1-2.3-38 “Quarantine” defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2

Sec. 38. “Quaranting’ means the restriction of the activi-
tiesor confinement of well personsor animalswho have, or
may have been exposed to a case of communicable disease
during its period of communicability to prevent disease
transmission during theincubation period, if infection should
occur. (Indiana Sate Department of Health; 4101AC 1-2.3-
38; filed Sep 11, 2000, 1:36 p.m.; 24 IR 338)

4101 AC 1-2.3-39 “Restriction of activities’ defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 39. “Redtriction of activities’ means limitations
placed on the activities of personswith disease or infection
to prevent transmission of communicable diseasesto other
individuds. (Indiana Sate Department of Health; 410 1AC
1-2.3-39; filed Sep 11, 2000, 1:36 p.m.: 24 IR 338)

410 1AC 1-2.3-40 “Serious and present danger to

health” defined
Authority: 1C 16-41-2-1
Affected: |1C 16-41-2; IC 16-41-7-1; 1C 16-41-9-1

Sec. 40. “Serious and present danger to hedth”, as
usedin|C 16-41-9-1 and thisrule, meansone (1) or more
of the following:

(1) Failure to comply with the measures specified

under thisrule.

(2) Repeated behavior by a carrier or case that has

been demonstrated epidemiologically to transmit, or
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evidences a careless disregard for the transmission of
the disease to others.
(3) A substantial likelihood that a carrier or case will
repeatedly transmit the disease to others as is evi-
denced by that individual’s past behavior, or by
statementsof theindividual that arecredibleindicators
of the individual’ sintention.
(4) Affirmative misrepresentation by acarrier of hisor
her carrier status prior to engaging in any behavior that
has been epidemiologically demonstrated to transmit
the disease.
(5) Failureor refusal to carry out the carrier’ sor case's
duty to warn under 1C 16-41-7-1.
(Indiana State Department of Health; 410 1AC 1-2.3-40;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 338)

410 1AC 1-2.3-41 “ Sexually transmitted disease”

defined
Authority: IC 16-41-2-1
Affected: 1C 16-41-2

Sec. 41. “ Sexually transmitted disease” meanslocal or
systemic communi cabl ediseasesduetoinfectiousagents,
generaly transmitted person-to-person by sexual inter-
course on genital mucosal contact, including, but not
limited to, the following:

(D) HIV.

(2) HBV.

(3) HCV.

(4) Gonorrhea.

(5) Chlamydia

(6) Syphilis.

(7) Chancroid.

(8) Granulomainguinale.

(Indiana State Department of Health; 410 1AC 1-2.3-41;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 338)

410 1AC 1-2.3-42 “ Standard precautions’ defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 42. “ Standard precautions’ means measures used
for all patients to prevent the nosocomial spread of
micro-organisms in hospitals. Requirements of standard
precautions are presented in Guideline for Isolation
Precautionsin Hospitals, Infection Control and Hospital
Epidemiology, Volume 17, No. 1, January 1996. (Indi-
ana Sate Department of Health; 410 |AC 1-2.3-42; filed
Sep 11, 2000, 1:36 p.m.: 24 IR 339)

410 1AC 1-2.3-43 " Sterilize” defined
Authority: 1C 16-41-2-1
Affected: |1C 16-41-2; IC 16-41-9
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Sec. 43. “Sterilize” means the use of physical or
chemical proceduresto destroy all microbial life, includ-
ing highly resistant bacterial endospores. (Indiana State
Department of Health; 410 IAC 1-2.3-43; filed Sep 11,
2000, 1:36 p.m.: 24 IR 339)

410 1AC 1-2.3-44 “ Suspect case” defined
Authority: IC 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 44. “ Suspect case” means a person whose medical
history, signs, and symptoms suggest that this person may be
incubating or may be actively infected with some communi-
cabledisease. (Indiana SateDepartment of Health; 4101AC
1-2.3-44; filed Sep 11, 2000, 1:36 p.m.: 24 IR 339)

410 1AC 1-2.3-45 “Terminal cleaning” defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 45. “Termina cleaning” means routine cleaning
to remove dust, soil, and microbial contamination on
inanimate surfaces and is done after a patient has been
removed by death or transfer, or has ceased to be a
source of infection, or after isolation or other prac-
tices/precautions have been discontinued. (Indiana State
Department of Health; 410 IAC 1-2.3-45; filed Sep 11,
2000, 1:36 p.m.: 24 IR 339)

410 1AC 1-2.3-46 “Universal precautions’ defined
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 46. “ Universal precautions’ meansan approachto
infection control in which al human blood and certain
body fluids are treated as if known to be infectious for
HIV, HBV, HCV, and other bloodborne pathogens.
(Indiana Sate Department of Health; 410 1AC 1-2.3-46;
filed Sep 11, 2000, 1:36 p.m.;: 24 IR 339)

4101AC 1-2.3-47 Reportingrequirementsfor physi-
ciansand hospital administra-

tors
Authority: 1C 16-41-2-1
Affected: 1C 4-22-2-37.1; 1C 16-21; IC 16-41-2-8; IC 25-22.5

Sec. 47. (a) It shall be the duty of each physician
licensed under IC 25-22.5, and each administrator of a
hospital licensed under IC 16-21, or the administrator’s
representative, to report all cases, and suspected cases of
the diseases listed in subsection (d). Reporting of speci-
men results by a laboratory to health officials does not
nullify the physician's or administrator’s obligations to
report said case.



273 INDIANA STATE DEPARTMENT OF HEALTH

(b) Thereport required by subsection (a) shall bemade
to the local health officer in whose jurisdiction the
patient was examined at the time the diagnosis was made
or suspected. If the patient is a resident of a different
jurisdiction, the local health jurisdiction receiving the
report shall forward thereport tothelocal healthjurisdic-
tionwherethe patient resides. If apersonwhoisrequired
to report is unable to make a report to the local health
officer within the time mandated by this rule, a report
shall be made directly to the department within the time
mandated by this rule.

(c) Any reports of diseases required by subsection (a)
shall include the following:

(1) The patient’s:

(A) full name;

(B) street address;

(C) city;

(D) zip code;

(E) county of residence;

(F) telephone number;

(G) age or date of birth;

(H) sex; and

(I race and ethnicity, if available.

(2) Date of onset.

(3) Diagnosis.

(4) Definitive diagnostic test results (for example,

culture, IgM, serology, or Western Blot).

(5) Name, address, and telephone number of the

attending physician.

(6) Other epidemiologically necessary information re-

quested by the local health officer or the commissioner.

(7) Persons who are tested anonymously at a counsel-

ing and testing site cannot be reported using personal

identifiers; rather, they are to be reported using a

numeric identifier code. Age, race, sex, risk factors,

and county of residence shall also be reported.

(8) Name, address, and telephone number of person

completing report.

(d) The dangerous communicable diseases and condi-
tionsdescribed inthissubsection shall bereported within
the time specified. Diseases or conditions that are to be
reported immediately to the local health officer shall be
reported by telephone or other instantaneous means of
communication on first knowledge or suspicion of the
diagnosis. Diseases that are to be reported within
seventy-two (72) hours shall be reported to the local
health officer within seventy-two (72) hours of first
knowledge or suspicion of the diagnosis by telephone,
electronic data transfer, other confidential means of
communication, or official report formsfurnished by the
department. During evening, weekend, and holiday
hours, those required to report should report diseases
required to be immediately reported to the after-hours
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duty officer at the local health department. If unable to
contact the after-hoursduty officer locally, or onehasnot
been designated locally, those required to report shall file
their reports with the after-hours duty officer at the
department at (317) 233-1325 or (317) 233-8115.

DANGEROUS COMMUNICABLE DISEASES

AND CONDITIONS
Disease
Whento Report  Intervention
(from probable  Methods (sec-
Disease diagnosis) tionin thisrule)
Acquired immunodeficiency ~ SeeHIV Infec- Sec. 76
syndrome tion/Disease
Animal bites Within 24 hours Sec. 52
Anthrax Immediately Sec. 53
Babesiosis Within 72 hours Sec. 54
Botulism Immediately Sec. 55
Brucellosis Within 72 hours Sec. 56
Campylobacteriosis Within 72 hours Sec. 57
Chancroid Within 72 hours Sec. 58

Chlamydia trachomatis, genital Within 72 hours Sec. 59
infection

Cholera Immediately Sec. 60
Cryptosporidiosis Within 72 hours Sec. 61
Cyclospora Within 72 hours Sec. 62
Diphtheria Immediately Sec. 63
Ehrlichiosis Within 72 hours Sec. 64
Encephalitis, arboviral, Calif, Immediately Sec. 65

EEE, WEE, SLE, West Nile
Escherichiacoli, infection (in-  Immediately Sec. 66

cluding E. coli 0157:H7 and

other enterohemorrhagic

types)
Gonorrhea Within 72 hours Sec. 67
Granulomainguinale Within 72 hours Sec. 68
Haemophilusinfluenzaeinvas Immediately Sec. 69
sive disease
Hansen's disease (leprosy) Within 72 hours Sec. 70
Hantavirus pulmonary syn- Immediately Sec. 71

drome
Hemolytic uremic syndrome,  Immediately Sec. 66
postdiarrheal
Hepatitis, viral, Type A Immediately Sec. 72
Hepatitis, viral, Type B Within 72 hours Sec. 73
Hepatitis, viral, Type B, preg- Immediately Sec. 73

nant woman (acute and (when discov-

chronic), or perinatally ex-  ered at or close

posed infant to time of hirth)
Hepatitis, viral, Type C (acute) Within 72 hours Sec. 74
Hepatitis, viral, Type Delta Within 72 hours Sec. 73
Hepatitis, viral, unspecified Within 72 hours
Histoplasmosis Within 72 hours Sec. 75
HIV infection/disease Within 72 hours Sec. 76
HIV infection/disease, pregnant Immediately Sec. 76

woman, or perinatally ex- (when discov-

posed infant ered at or close

to time of birth)

Legionellosis Within 72 hours Sec. 77
Leptospirosis Within 72 hours Sec. 78
Listeriosis Within 72 hours Sec. 79
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Lyme disease Within 72 hours Sec. 80
Lymphogranulomavenereum  Within 72 hours Sec. 81
Malaria Within 72 hours Sec. 82
Measles (rubeola) Immediately Sec. 83
Meningitis, aseptic Within 72 hours Sec. 84
Meningococcal disease, inva-  Immediately Sec. 85
sive
Mumps Within 72 hours Sec. 86
Pertussis Immediately Sec. 88
Plague Immediately Sec. 89
Poliomyelitis Immediately Sec. 90
Psittacosis Within 72 hours Sec. 91
Q Fever Immediately Sec. 92
Rabiesin humans or animals  Immediately Sec. 93
(confirmed and suspect ani-
mal with human exposure)
Rabies, postexposure treatment  Within 72 hours  Secs. 93 and 52
Rocky Mountain spotted fever  Within 72 hours Sec. 94
Rubella (German measles) Immediately Sec. 95
Rubella congenital syndrome  Immediately Sec. 95
Samonellosis, other thanty- ~ Within 72 hours Sec. 96
phoid fever
Shigellosis Immediately Sec. 97
Staphylococcus aureus, Immediately Sec. 98
Vancomycin resistance level
of MIC > 8 pg/mL
Streptococcus pneumoniae, Within 72 hours Sec. 99
invasive disease, and
antimicrobial resistance pat-
tern
Streptococcus, Group A, inva-  Within 72 hours Sec. 100
sive disease
Streptococcus, Group B, inva-  Within 72 hours Sec. 101
sive disease
Syphilis Within 72 hours Sec. 102
Tetanus Within 72 hours Sec. 103
Toxic shock syndrome (strepto- Within 72 hours Sec. 104
coccal or staphylococcal)
Trichinosis Within 72 hours Sec. 105
Tuberculosis, casesand suss  Withing [sic.] Sec. 106
pects 72 hours
Tularemia Immediately Sec. 107
Typhoid fever, cases and carri- Immediately Sec. 108
ers
Typhus, endemic (fleaborne)  Within 72 hours Sec. 109
Varicellg, resulting in hospital-  Within 72 hours Sec. 110
ization or death
Yellow fever Within 72 hours Sec. 111
Yersiniosis Within 72 hours Sec. 112

DANGEROUS BUT NOT COMMUNICABLE DISEASES AND
CONDITIONS OF PUBLIC HEALTH SIGNIFICANCE

When to Report Disease
(from probable Intervention
Disease and Condition diagnosis) Methods
Pediatric venous blood lead > Within 1 week Sec. 87

10 pg/dl in children less
than or equal to 6 years of

age

(e) Reporting of HIV infection/disease shall include
classification as defined in the CDC Morbidity and
Mortality Weekly Report, Volume 41, No. RR-17, 1993
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Revised Classification System for HIV Infection and
Expanded Surveillance Case Definitionfor AIDSamong
Adolescents and Adults. Reporting of HIV infec-
tion/disease in children less than thirteen (13) years of
age shall include classification as defined in the CDC
Morbidity and Mortality Weekly Report, Volume43, No.
RR-12, 1994 Revised Classification System for Human
Immunodeficiency VirusInfectionin Children LessThan
13 Y earsof Age. Supplemental reportsshall be provided
by the physician when an individual’s classification
changes. The CD4+ T-lymphocyte count and percentage,
or viral load count, or both, shall be included with both
initial and supplemental reports.

(f) The department, under the authority of IC 4-22-2-
37.1, may adopt emergency rules to include mandatory
reporting of emerging infectious diseases. Reports shall
include the information specified in section 47(c) of this
rule [subsection (c)] .

(g) Outbreaks of any of thefollowing shall bereported
immediately upon suspicion:

(1) Any disease required to be reported under this

section.

(2) Diarrhea of the newborn (in hospitals or other

institutions).

(3) Foodborne or waterborne diseases in addition to

those specified by namein thisrule.

(4) Streptococcal illnesses.

(5) Conjunctivitis.

(6) Impetigo.

(7) Nosocomial disease within hospitals and health

carefacilities.

(8) Influenza-likeillness.

(9) Unusual occurrence of disease.

(10) Any disease (that is, anthrax, plague, tularemia,

Brucella species, smallpox, or botulinum toxin) or

chemical illness that is considered a bioterrorism

threat, importation, or laboratory release.

(h) Failureto report constitutesa Class A infraction as
specified by 1C 16-41-2-8. (Indiana State Department of
Health; 410 |AC 1-2.3-47; filed Sep 11, 2000, 1:36 p.m.:
24 1R 339)

410 1AC 1-2.3-48 Laboratories; reporting require-

ments
Authority: IC 16-41-2-1
Affected: 1C 16-41-2-8

Sec. 48. (a) Each director, or the director’ srepresenta-
tive, of amedical laboratory in which examination of any
specimen derived from the human body yields micro-
scopic, bacteriologic, immunologic, serologic, or other
evidence of infection by any of the organisms or agents
listed in section 48(d) of thisrule [subsection (d)] shall
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report such findings and any other epidemiologically
necessary information requested by the department. HIV
serologic results of tests performed anonymously in
conjunction with the operation of a counseling and
testing site registered with the department shall not be
identified by name of patient, but by anumeric identifier
code; for appropriate method to report such results, see
subsection (b).

(b) The report required by subsection (a) shall, at a
minimum, include the following:

(1) Name, date, results of test performed, the labora-

tory’s normal limits for that test, and the laboratory’ s

interpretation of the test results.

(2) Name of person and date of birth or age from

whom specimen was obtained.

(3) Name, address, and tel ephone number of attending

physician, hospital, clinic, or other specimen submitter.

(4) Name, address, and telephone number of the

laboratory performing the test.

(c) Thissubsection doesnot precludelaboratoriesfrom
testing specimens, which, when submitted to the labora
tory, are identified by a numeric identifier code and not
by name of patient. If testing of such a specimen, identi-
fied by numeric code, produces results that are required
to be reported under thisrule, thelaboratory shall submit
areport that includes the following:

(1) Numeric identifier code, date, and results of tests

performed.

(2) Name and address of attending physician, hospital,

clinic, or other.

(3) Name and address of thelaboratory performing the

test.

(d) Laboratory findings demonstrating evidence of the
following infections, diseases, or conditions shall be
reported at least weekly to the department:

(1) Arboviruses, including, but not limited to, the

following:

(A) St Louis.

(B) Cadlifornia group.
(C) Eastern equine.
(D) Western equine.
(E) West Nile.

(F) Japanese B.

(G) Yellow fever.

(2) Babesia species.

(3) Becillus anthracis.

(4) Bordetella pertussis.

(5) Borrelia burgdorferi.

(6) Brucella species.

(7) Calymmatobacterium granulomatis.

(8) Campylobacter species.

(9) Chlamydia psittaci.

(10) Chlamydia trachomatis.
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(11) Clostridium botulinum.
(12) Clostridium perfringens.
(13) Clostridium tetani.
(14) Corynebacterium diphtheriae.
(15) Coxiellaburnetii.
(16) Cryptococcus neoformans.
(17) Cryptosporidium parvum.
(18) Cyclospora cayetanensis.
(19) Ehrlichia chaffeensis.
(20) Ehrlichia phagocytophila.
(21) Enteroviruses (coxsackie, echo, polio).
(22) Escherichia coli infection (including E. coli
0157:H7 and other enterohemorrhagic types).
(23) Francisellatularensis.
(24) Haemophilus ducreyi.
(25) Hantavirus.
(26) Hepatitis viruses:
(A) anti-HAV IgM;
(B) HbsAg or HbeAg or anti-HBc IgM;
(C) RIBA or RNA or Anti-HCV, or any combination
(D) Delta.
(27) Haemophilus influenzae, invasive disease.
(28) Histoplasmosis capsulatum.
(29) HIV and related retroviruses.
(30) Influenza.
(31) Kaposi's sarcoma (biopsies).
(32) Legionella species.
(33) Leptospira species.
(34) Listeria monocytogenes.
(35) Measles virus.
(36) Mumps virus.
(37) Mycabacterium tuberculosis.
(38) Neisseria gonorrhoeae.
(39) Neisseriameningitidis, invasive.
(40) Pediatric blood lead tests (capillary and venous)
equal to or greater than 10 pg/dl on children less than
or equal to six (6) years of age.
(41) Plasmodium species.
(42) Pneumocystis carinii.
(43) Rabies virus (animal or human).
(44) Rickettsia species.
(45) Rubellavirus.
(46) Salmonella species.
(47) Shigella species and antimicrobial resistance
pattern.
(48) Staphylococcus aureus, Vancomycin resistance
equal to or greater than 8 pug/mL.
(49) Streptococcus pneumoniae, invasive disease, and
antimicrobial resistance pattern.
(50) Streptococcus Group A (Streptococcuspyogenes),
invasive disease.
(51) Streptococcus Group B, invasive disease.
(52) Treponema pallidum.
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(53) Trichinella spiralis.

(54) Vibrio species.

(55) Y ersiniaspecies, including pestis, enterocalitica,

and pseudotuberculosis.

(e) Laboratories may also report to the local health
officer, but any such local report shall be in addition to
reporting to the department. A laboratory may report by
electronic data transfer, telephone, or other confidential
means of communication. In lieu of electronic data
transfer or reporting by telephone, a laboratory may
submit alegible copy of the laboratory report, provided
that the information specified in subsection (b) appears
thereon. Whenever a laboratory submits a specimen,
portion of a specimen, or culture to the department
laboratory resource center for confirmation, phage
typing, or other service, thesereporting requirementswill
be deemed to have been fulfilled, provided that the
minimuminformation specified in subsection (b) accom-
panies the specimen or culture.

(f) Laboratories shall submit all isolates of the follow-
ing organisms to the department’ s microbiology labora-
tory for further evaluation:

(1) Haemophilus influenzae, invasive disease.

(2) Neisseriameningitidis, invasive disease.

(3) E. coli 0157:H7 or sorhita-negative E. coli isolates.

(4) Staphylococcus aureus, Vancomycin resistance

equal to or greater than 8 pug/mL.

(5) Mycobacterium tuberculosis.

(6) Listeria monocytogenes.

(7) Salmonellafrom any site.

(g) Quarterly report the total number of blood lead test
(capillary and venous) performed on children six (6) or
less years of age.

(h) Reporting by a laboratory, as required by this
section, shall not:

(1) constitute a diagnosis or a case report; and

(2) be considered to fulfill the obligation of the attend-

ing physician or hospital to report.

(i) Failureto report constitutes a Class A infraction as
specified by |C 16-41-2-8. (Indiana State Department of
Health; 4101AC 1-2.3-48; filed Sep 11, 2000, 1:36 p.m.:
24 1R 342)

410 |AC 1-2.3-49 Disease intervention measur es;
responsibility to investigate
and implement

Authority: 1C 16-41-2-1
Affected: 1C 16-41-2

Sec. 49. (a) Case reports submitted to the local health
department or the department may be used for epidemio-
logical investigation or other diseaseintervention activi-
ties as warranted. Prior approval from a patient is not
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required before releasing medical or epidemiological
information to the local health department or the depart-
ment.

(b) Unlessotherwiseindicated, thelocal health depart-
ment in the jurisdiction where the patient isaresident is
responsible for performing any epidemiological investi-
gation required and instituting control measures.

(c) Upon receiving a communicable disease report,
local health officers must investigate the report within a
reasonable time frame, immediately for diseases that
shall be reported immediately, but usually not morethan
seventy-two (72) hours after the report is received for
other diseases.

(d) Investigation shall includeobtaining laboratory and
clinical datanecessary for case ascertainment. Investiga-
tion effortsshouldidentify all potential meansfor disease
acquisition, risk factors, and any potentia public health
threats posed by the case. Findings of the investigation
shall be used to institute control measuresto minimizeor
abrogate the risk of disease spread.

(e) The results of the investigation shall be docu-
mented, in writing, with a copy maintained at the local
health department, and a copy forwarded to the depart-
ment communi cabledi sease section. Local health depart-
mentsthat do not have the necessary security to maintain
completeconfidentiality of HIV/AIDS patientsmay defer
the storage of all copies to the department.

(f) The department may request and obtain epidemio-
logical information on cases of communicable disease or
diseases of public health importance, including diseases
caused by drug-resistant organisms and emerging infec-
tious diseases.

(g) Medical or epidemiological information, wherever
maintained, concerning reportable cases, shall be made
available to the commissioner or the commissioner’s
designee. (Indiana State Department of Health; 4101AC
1-2.3-49; filed Sep 11, 2000, 1:36 p.m.: 24 1R 342)

410 1AC 1-2.3-50 Confidentiality of medical and

epidemiological information
Authority: IC 16-41-2-1
Affected: |C 16-18-2; IC 16-41; |C 34-43-1-12

Sec. 50. (a) All information obtained pursuant to this
rule, whether from patient records or other sources, is
confidential as specified by IC 16-41-8-1(a).

(b) Except as provided in subsection (@), a person
responsible for recording, reporting, or maintaining
information required to be reported under 1C 16-41-2
who recklessly, knowingly, or intentionally discloses or
fails to protect medical or epidemiological information
classified as confidential under this section commits a
Class A misdemeanor.
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() In addition to subsection (b), a public employee
who violates this section is subject to discharge or other
disciplinary action under the personned rules of the
agency that employs the employee.

(d) Release shall be made of the medical records
concerning an individual to theindividua or to a person
authorized in writing by the individual to receive the
medical records.

(e) Anindividual may voluntarily discloseinformation
about the individual’ s communicabl e disease.

(f) The provisionsof this section regarding confidenti-
ality apply to information obtained under 1C 16-41-1
through IC 16-41-16. For purposes of compliance with
the confidentiality provisionsof 1C 34-43-1-12, only the
following diseases and conditions shall be defined as
dangerous communicabl e diseases:

(1) Acquired immunodeficiency syndrome.

(2) Gonorrhea.

(3) Hepdtitis, viral.

(4) HIV infection/disease.

(5) Syphilis.

(6) Chancroid.

(7) Chlamydial (genital) infections.

(8) Lymphogranuloma venereum.

(9) Information regarding al other diseases and

conditions listed in section 47 of this rule, and not

listed in this subsection, may be released as authorized
by IC 34-43-1-12.
(Indiana Sate Department of Health; 410 1AC 1-2.3-50;
filed Sep 11, 2000, 1:36 p.m.: 24 1R 343; erratafiled Aug
29, 2001, 2:50 p.m.: 25 R 106)

410 |AC 1-2.3-51 General control measures
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 51. General control measures are as follows:

(1) A local health officer or the commissioner, upon
being notified of the existence of any communicable
disease covered by a specific control measure in this
section shall ensurethat the proceduresrequired under
the rule for the specific disease are carried out.

(2) A local health officer or the commissioner, upon
learning or being notified of communicable diseases
that are not covered by any specific control measures
in this section, shall place such restrictions upon the
movements of cases or carriers and their contacts as
maly be reasonably necessary to prevent the spread of
disease. Specific control measures for the selected
diseases or conditionsarelisted in sections 52 through
112 of this rule. For control measures for diseases or
conditions not listed insofar as applicable, the proce-
dures prescribed in the Control of Communicable
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Diseases Manual, 17th Edition, 2000, a publication of
the American Public Health Association, shall be
followed to the extent that they are not in conflict with
thelaws of Indianaor thisrule. In addition, the proce-
dures implemented by the local health officer or the
commissioner shall include provisionsfor proper hand
washing procedures and universal precautions as
defined in thisrule.
(3) A local hedlth officer, upon notification of the
occurrence of adiseasethat isrequired by sections 47
and 48 of thisruleto be reported immediately, shall in
turn notify thedepartment immediately by tel ephone or
other instantaneous means of communication.
(4) A local health officer, inreceipt of reportsrequired
by sections 47 and 48 of this rule to be reported in
either seventy-two (72) hours or one (1) week, shall,
on each Friday, or if Friday is a holiday, the previous
business day, forward to the department electronic or
paper copies of reports received during the previous
seven (7) days and not yet forwarded. Upon suspicion
of an outbreak, the local health officer shall notify the
department immediately, by telephone or other instan-
taneous means of communication. More frequent
reports shall be furnished during an outbreak as
required by the department.
(5) A loca hedth officer in receipt of areport of a
disease that is potentialy dangerous to the public
health, or of national or international significance not
listed as areportable disease in section 47 or 48 of this
rule, shall notify the department immediately by
telephone or other confidential means of communica-
tion to establish reporting requirements for additional
reports of that disease that subsequently may be
received by the local health officer.
(6) Thelocal health officer or the commissioner shall
make an attempt to seek cooperation of cases, carriers,
contacts, or suspect cases to implement the least
restrictive, but medically necessary, procedures to
protect the public heath. Those procedures may
include, but not be limited to:

(A) participateinadesignated education, counseling,

or treatment program;

(B) undergo confirmatory testing;

(C) undergo medically accepted tests or treatments

that are consistent with standard medical practice as

necessary to make the case or carrier noninfectious;

(D) notify or appear before designated hedlth officids

for verification of disease Satus at periodic times;

(E) ceaseand desist conduct that constitutes ahealth

threat to others;

(F) be monitored by an el ectronic monitoring device

to prevent activities that constitute a health threat to

others;
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(G) live part timeor full timein asupervised setting;
(H) be confined to an appropriate hospital, home,
apartment, or other institutional facility or residential
setting; or
(1) comply with any combination of the remedies
under this subdivision considered appropriate by the
health officer.
(Indiana State Department of Health; 410 1AC 1-2.3-51;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 344)

4101AC 1-2.3-52 Animal bites; specific control

measur es
Authority: IC 16-41-2-1
Affected: 1C 15-2.1-6-11; IC 16-41-2; IC 16-41-9

Sec. 52. (@) The specific control measures for animal
bites are as follows:
(1) Every case of ahuman bitten by adomestic or wild
mammal shall be reported promptly to the local health
officer or his or her designee having jurisdiction. If a
physician isin attendance, such physician shall report
thebite. If no physicianisin attendance and the person
bittenisachild, it shall be the duty of the parent or the
guardian to make such a report immediately. If the
person bitten is an adult, such person shall make the
report or, if incapacitated, the bite shall be reported by
whoever is caring for the person bitten. It shall bethe
duty of the local health officer to report information
concerning the bite on the prescribed form. The report
shall include requested information on postexposure
rabiesprophylaxisif itisbeing administeredto the bite
victim. Each reported bite shall be investigated imme-
diately by the local health officer or a designee. This
investigation shall be conducted with the purpose of
determining the need for postexposure rabies prophy-
laxis of the bite victim and either:
(A) imposing a ten (10) day observation period on
the biting animal (dog, cat, or ferret only) to deter-
mineif the animal was capable of transmitting rabies
at the time of the biting incident; or
(B) submission of the head, if the biting animal isa
potential rabiesvector, to the department laboratory
to determine if it was infected with rabies.
(2) Isolation is not necessary.
(3) Concurrent disinfection is not necessary.
(4) Quarantine shall be applied as follows:
(A) Any apparently healthy dog, cat, or ferret that
has bitten a person, or any dog, cat, or ferret sus-
pected of being rabid shall be confined and held in
observation for the period specified in IC 15-2.1-6-
11 (not lessthan ten (10) days) or humanely killed at
once for laboratory examination. Such confinement
shall be under the supervision of the state veterinar-

ian or a licensed, accredited veterinarian, or other
person designated by the official quarantining the
animal, and at the expense of the owner.
(B) Any illness in the confined dog, cat, or ferret
shall be reported immediately to the local health
department. Animalsunder confinement shall not be
immunized against rabies during the observation
period. The head of any such dog, cat, or ferret that
dies during the period of observation, or is killed
subsequent to having bitten a person or another
animal, shall be removed, packed in an iced con-
tainer, but not frozen, and forwarded immediately to
the laboratory of the department for rabies testing.
(C) Any stray, unwanted, or unhealthy dog, cat, or
ferret that has bitten a person shall be humanely
killed immediately for laboratory examination. The
animal’s owner shall be responsible for having the
unwanted or unhealthy animal euthanized, head
removed, and shipped to the department for rabies
examination. In the case of a stray anima or an
animal whose owner cannot be found, the loca
health department or its designee shall assume this
responsibility.
(D) Any potentially rabid wild mammal that has
bitten a human or a domestic animal, or is suspected
of being rabid, shall not be placed under observation,
but shall be humanely killed at oncein amanner that
does not cause traumacto the head or brain. The head
shall be refrigerated, but not frozen, and submitted
within forty-eight (48) hoursto the laboratory of the
department. Wild mammals include, but are not
limited to, the following:

(i) Wild animals kept as pets.

(i) Wild mammals crossbred to domestic dogsand

cats.
(E) The hitevictim shall be notified after adog, cat,
or ferret has passed the ten (10) day observation
period in a healthy state or after the results of a
laboratory test are available.
(F) Any person bitten or scratched by awild carnivo-
rous mammal or ba not available for rabies testing
should be regarded as having been potentially exposed
to rabies. The following chart providesinformation on
quarantine and disposition of biting animals.

Evaluation and
Disposition of  Postexposure Prophylaxis
Animal Type Animal Recommendation

Dogs, cats, and ferrets  Healthy and Should not begin prophy-

availablefor 10 laxisunless animal devel-
day observation® ops symptoms of rabies?

Rabid or sus- Immediate postexposure
pected rabid prophylaxis

Unknown Consult public health
officials



279 INDIANA STATE DEPARTMENT OF HEALTH

Skunks, raccoons, Regard asrabid Immediate postexposure
bats®, foxes, and most  unless geo- prophylaxis or if animal
other carnivores; wood- graphic areais  availablefor testing, as
chucksand wild ani-  known to be free soon as positive result is

mals kept as pets of rabiesor until observed

animal proven

negative by labo-

ratory testing*
Livestock, rodents, and Consider indi-  Consult public health
lagomorphs (rabbits  vidually officials. Bites of squir-
and hares) rels, hamsters, guinea

pigs, gerbils, chipmunks,
rats, mice, other rodents,
rabbits, and hares almost
never require antirabies
treatment.

1Stray dogs and cats may be euthanized immediately and their heads
submitted to the rabies laboratory.

2Postexposure prophylaxisshould be started if aveterinarianidentifies
an animal as being symptomatic. Symptomatic animals should be
euthanized and tested immediately.

3 What appears to be insignificant contact with bats may result in
rabies transmission, even without clear evidence of a bite.
Postexposure prophylaxis is recommended for all persons with bite,
scratch, or mucous membrane exposure to a bat unless the bat is
available for testing and is negative for rabies. Postexposure prophy-
laxis is appropriate even in the absence of bite, scratch, or mucous
membrane exposure in situations in which there is a reasonable
probability that such contact occurred (for example, a sleeping
individual awakesto find abat intheroom, an adult witnessesabat in
the room with a previously unattended child, mentally challenged
person, or intoxicated person)and rabies cannot beruled out by testing
the bat.

“The animal should be killed and tested as soon as possible. Holding
for observation is not recommended astimelapse from virus secretion
in salivauntil clinical symptoms appear have not been determined for
species other than adog, cat, and ferret. Consult with the department
veterinary epidemiologist for information on presence or absence of
rabiesin particular species.

(b) All bite wounds should be treated immediately in
the following steps:

(1) Clean and flush wound asfirst aid.

(2) Thorough wound cleansing under medical supervi-

sion.

(3) Evaluation of need for postexposure prophylaxis.

(4) Tetanus prophylaxis and antibacterial treatment as

required.

(c) If the decision is made to provide postexposure
prophylaxis to the individual, the following protocols
must befollowed, and adecisionto provide postexposure
prophylaxis must be reported to the department:

Guidelines for Postexposure Prophylaxis

Vaccination

Status Treatment Regimen*

Not previously  Local wound cleaning All postexposure treatment
vaccinated should begin with im-

mediate thorough
cleansing of all wounds
with soap and water.
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Human rabiesimmune 20 1U/kg body weight. If
globulin (HRIG) anatomically feasible,
the full dose should be
infiltrated around the
wound or wounds. Any
remaining volume
should be administered
intramuscularly at asite
distant from vaccine
inoculation.

Humandiploid cell vaccine
(HDCV), purified chick
embryo cell vaccine
(PCEC), or rabies vac-
cine adsorbed (RVA),
1.0 ml, IM (deltoid®), 1
each on daysO, 3, 7, 14,
and 28.

Previously vac-  Local wound cleaning All postexposure treatment

cinated? should begin with im-
mediate thorough
cleansing of all wounds
with soap and water.

Vaccine

HRIG Should not be adminis-
tered.
Vaccine HDCV, PCEC, or RVA,

1.0 ml IM (deltoid), 1
each on days 0 and 3.

*These regimens are applicablefor al age groups, including children.

The deltoid areais the only acceptable site of vaccination for adults
and older children. For younger children, the outer aspect of thethigh
may be used. The vaccine should never be administered in the gluteal
area.

2Any person with a history of preexposure vaccination with HDCV or
RVA; prior postexposure prophylaxis with HDCV or RVA; or
previous vaccination with any other type of rabies vaccine and a
documented history of antibody response to the prior vaccination.

(Indiana State Department of Health; 410 1AC 1-2.3-52;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 345)

4101AC 1-2.3-53 Anthrax; specific control mea-

sures
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 53. The specific control measures for anthrax
(infectious agent: Bacillus anthracis) are as follows:

(1) Immediate investigation by the local health officer

shall be accomplished to determine the source of

exposure. History of exposure to animals and animal

products (wool, hair, or raw leather), and travel to

endemic anthrax areas shall be fully investigated.

(2) Standard precautions for isolation of hospitalized

patients shall be followed.

(3) Discharges from lesions and articles contaminated

with discharges require disinfection. An infectious agent

isasporeformer that will survivein environment for long

periods. Disinfection requires sporicidal agent.
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(4) Quarantine is not necessary.
(5) If exposure occurred in an occupational/industrial
setting, areview of industrial hygiene practices shall
be made to reduce risk of other cases.
(Indiana State Department of Health; 410 |AC 1-2.3-53;
filed Sep 11, 2000, 1:36 p.m.; 24 IR 346)

410 1AC 1-2.3-54 Babesiosis; specific control mea-

sures
Authority: IC 16-41-2-1
Affected: IC 16-41-2-1

Sec. 54. The specific control measures for babesiosis
(infectious agent: Babesia species) are as follows:
(1) Thelocal health officer shall performaninvestiga-
tion within seventy-two (72) hours. The investigation
shall focus on source of exposure to infected ticks or
recent blood transfusions. Travel history for the
previous six (6) months to include the most recent
summer monthsis essential.
(2) Isolation is not required.
(3) Concurrent disinfection is not required.
(4) Quarantine is not required.
(5) Immunizations are not available. Household
contacts or traveling companions with similar expo-
sures should also be evaluated for infection. If the
patient donated blood whileincubating the disease, the
blood collecting agency should be notified.
(Indiana State Department of Health; 410 |AC 1-2.3-54;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 347)

410 1AC 1-2.3-55 Botulism; specific control mea-

sures
Authority: IC 16-41-2-1
Affected: IC 16-41-2-1

Sec. 55. The specific control measures for botulism
(infectious agent: Clostridium botulinum) areasfollows:
(1) Aninvestigation shall be performed immediately.
The purpose of the investigation shall be case ascer-
tainment, assurance of availability of polyvalent
(equine ABE) antitoxin, and identification of infection
source. The local health officer shall obtain afive (5)
day food history of thoseill, in addition to afourteen
(14) day wound history. Thelocal health officer shall
alsorecover all suspected foodsfor appropriatetesting
and disposal. If suspicion is high that the source is a
commercial food product or a product served in a
restaurant, thelocal health officer shall perform active
surveillance to identify additional cases.
(2) Isolation is not required.
(3) Implicated food shall be detoxified by boiling
before discarding, or containers broken and buried
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deeply to prevent ingestion by animals. Contaminated
environmental surfaces shall be sterilized by boiling,
or by chlorine disinfection to inactivate any remaining
toxin. Fecesfrominfant cases may be disposed of in a
sanitary sewer. Termina cleaning shall aso be fol-
lowed.
(4) Polyvalent (equine ABE) antitoxin may begivento
asymptomatic individuals within one (1) to two (2)
days of consuming implicated foods, but must be
weighed against the risk of adverse reaction and
sensitization to horse serum.

(Indiana State Department of Health; 410 1AC 1-2.3-55;

filed Sep 11, 2000, 1:36 p.m.: 24 IR 347)

410 1AC 1-2.3-56 Brucdllosis; specific control mea-

sures
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 56. The specific control measures for brucellosis
(infectious agent: Brucella species) are as follows:
(1) Aninvestigation to trace infection to the common
or individual source, usualy:
(A) infected dogs, domestic goats, swine, or cattle; or
(B) unpasteurized milk or dairy products (cheese)
from cows and goats,
shall be conducted by the local health officer. Occupa-
tional exposures from slaughterhouses or others
working with infected animal tissues or products
should be considered. Animals suspected of being
infected shall bemanaged according to requirementsof
the Indiana state board of animal health.
(2) Standard precautionsfor hospitalized patients shall
be taken.
(3) Concurrent disinfection of purulent discharges
shall be followed.
(4) Quarantine is not required.
(5) Protection or immunization of contacts is not
required.
(Indiana State Department of Health; 410 1AC 1-2.3-56;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 347)

4101AC 1-2.3-57 Campylobacteriosis; specific con-

trol measures
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 57. The specific control measures for
Campyl obacter enteritis (infectiousagent: Campylobacter
species) are asfollows:

(1) Aninvestigation by the local health officer shall

include a five (5) day food history and history of

exposure to pets, farm animals, or infected infants.
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(2) Contact precautions shall befollowed for diapered
or incontinent individuals or children less than six (6)
years of age, otherwise use standard precautions. For
others, the following guidelines apply:
(A) Symptomatic persons shal be excluded from
employment involving food handling, or direct care of
children or hospitalized or ingtitutionalized patients.
(B) Asymptomatic food handlers, day care workers,
or health care workers may be released to return to
work provided the following activities have taken
place prior to that person’s return to work:
(i) The local health officer or his or her designee
discusses with the asymptomatic worker hisor her
symptoms and determines that he or she isindeed
asymptomatic and that the worker is further coun-
seled about measures, such as hand washing, that
shall be followed to prevent transmission of dis-
ease.
(ii) The local health officer or his or her designee
contacts the employer to reemphasize the need to
comply with local and state rules requiring proper
hand washing facilities for all employees, and to
correct any observed lapses in hygienic measures
of any employees.
(C) Symptomatic persons shall be excluded from
schoolsand day care centers. Asymptomatic persons
may be released to return to school or day care after
the local health officer or his or her designee has
discussed with the appropriate school or day care
center staff the need for proper hand washing and
other infection control practices, and the need to
comply with all local and state rules pertaining to
prevention of infectious diseases.
(D) If an outbreak of the infection occurs among
staff or attendees in aday care center, al attendees
may be required to submit stool specimens for
examination. Inaddition, all asymptomatic attendees
and staff who are infected with Campylobacter may
need to be isolated from other attendees and staff in
the same day care center and admission of all new
attendees suspended while the outbreak continues.
(3) Concurrent disinfection of fecesand soiled articles
is required. Feces may be discharged in a sanitary
sewer without prior disinfection.
(4) Quarantine is not required.
(5) Protection/immunization is not available.
(Indiana State Department of Health; 410 1AC 1-2.3-57;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 347)

410 1AC 1-2.3-58 Chancroid; specific control mea-
sures
Authority: |C 16-41-2-1
Affected: |C 16-41-2-1
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Sec. 58. The specific control measures for chancroid
(infectious agent: Haemophilus ducreyi) are as follows:
(1) Aninvestigation shall beaccomplished by thelocal
health officer and shall be focused on identifying
sexual partnerswho were at risk for transmitting to, or
contracting the infection from the case. Case and
contacts shall befully evaluated and treated as recom-
mended inthe MMWR 1998 Guidelinesfor Treatment
of Sexually Transmitted Diseases, January 23, 1998,
Volume 47/RR1.
(2) Standard precautions are required. Avoid sexual
contact until all lesions are healed.
(3) Concurrent disinfection is not required.
(4) Quarantine is not required.
(5) Sexua contacts shall receive prophylactic treat-
ment. Immunization is not available.
(Indiana State Department of Health; 410 1AC 1-2.3-58;
filed Sep 11, 2000, 1:36 p.m.;: 24 IR 348)

410 1AC 1-2.3-59 Chlamydial infections, genital;

specific control measures
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 59. The specific control measures for chlamydial
infections, genital, (infectious agent: Chlamydia
trachomatis) (See Psittacosis for infections caused by
Chlamydia psittaci) are as follows:

(1) Aninvestigation shall beaccomplished by thelocal

health officer and shall be focused on identifying

sexual partnerswho were at risk for transmitting to, or
contacting the infection from the case. Case and
contacts shall be fully evaluated and treated as recom-
mended inthe MMWR 1998 Guidelinesfor Treatment

of Sexually Transmitted Diseases, January 23, 1998,

Volume 47/RR1.

(2) For hospital patients, standard precautions shall be

followed. Appropriate antibiotic therapy renders

discharges noninfectious; patients shall refrain from
sexual intercourse until treatment is compl eted.

(3) Careful disposa of articles contaminated with

urethral and vaginal dischargesis required.

(4) Quarantine is not required.

(5) Immunization is not available.

(Indiana State Department of Health; 410 1AC 1-2.3-59;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 348)

4101AC 1-2.3-60 Cholera; specific control mea-

sures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 60. The specific control measures for Cholera
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(infectious agent: Vibrio cholerag) are as follows:
(1) Immediate investigation by the local health officer
shall include food and water consumption history for
patients for five (5) days prior to illness, as well as
travel history. Interview individuals who consumed
food and water with the patient to identify additional
cases, and determine the contaminated food or water
source. If suspicion centers on water, a commercial
food product, or a restaurant as a potential source,
active surveillance shall be carried out to identify
additional cases.
(2) For hospitalized individuals, standard precautions
shall be followed with the addition of contact precau-
tionsfor diapered or incontinent children less than six
(6) years of age for duration of illness.
(3) Feces, vomitus, and articles soiled by feces or
vomitus, or both, shall receive concurrent disinfection.
Feces and vomitus can be discharged directly in a
sanitary sewer system.
(4) Quarantine is not required.
(5) Observe individuals who consume food and drink
from the same sources as the patient for five (5) days
from the last exposure. In household where secondary
transmission is highly likely, antimicrobial therapy
with either tetracycline or doxycycline should be
provided. Immunization of contactsis not beneficial.
(Indiana State Department of Health; 410 1AC 1-2.3-60;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 348)

4101AC 1-2.3-61 Cryptosporidiosis, specific control

measur es
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 61. The gpecific control measures for
cryptosporidiosis, (infectious agent: Cryptosporidium
species) are as follows:

(1) Thelocal health officer shall determineif the case
is a food handler, day care worker, or hedlth care
worker or day care attendee. Additional investigation
shall include a seven (7) day food history, history of
exposure to day care or preschool children, pets or
domestic animals, or exposure to surface water. If
suspicion centers on a commercial food product,
restaurant, or public water supply, active surveillance
shall beinstituted to identify additional cases.

(2) For hospitalized individuals, standard precautions

shall be followed with the addition of contact precau-

tionsfor diapered or incontinent children less than six

(6) years of age for the duration of the illness. For

others, the following instructions apply:

(A) Symptomatic persons shall be excluded from
employment involving food handling or the direct
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care of children or hospitalized or institutionalized
patients.
(B) Asymptomatic food handlers, day care workers,
or health care workers may be released to return to
work, providing the following activities have taken
place prior to that person’s return to work:
(i) The local health officer or his or her designee
discusses with the asymptomatic worker hisor her
symptoms and determines that he or she isindeed
asymptomatic, and that the worker is further
counseled about measures, such as hand washing,
that shall be followed to prevent transmission of
the disease.
(i) The local health officer or his or her designee
contacts the employer to:
(AA) reemphasize the need to comply with local
and state rules requiring proper hand washing
facilities for al employees; and
(BB) correct any observed lapses in hygienic
measures of any employees.
(C) Symptomatic persons shall be excluded from
schools and day care centers.
(D) Asymptomatic personsmay bereleased toreturn
to school or day care after the local health officer or
his or her designee has discussed with appropriate
school or care center staff the need:
(i) for proper hand washing and other infection
control practices; and
(i) to comply with al local and state rules pertain-
ing to prevention of infectious diseases.
If an outbreak of the infection occurs in a day care
center, all attendees may be required to submit stool
specimens for examination. In addition, all asymp-
tomatic attendees and staff who are infected with
Cryptosporidium may need to beisolated from other
attendeesand staff in the same center, and admission
of all new attendees suspended while the outbreak
continues.
(3) Concurrent disinfection of feces and feces soiled
articles is required. Feces may be disposed of in a
sanitary sewer system.
(4) Quarantine is not required.
(5) Vaccination is not available.
(Indiana State Department of Health; 410 1AC 1-2.3-61,
filed Sep 11, 2000, 1:36 p.m.: 24 IR 349)

410 1AC 1-2.3-62 Cyclospora species; specific con-
trol measures
Authority: IC 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 62. The specific control measuresfor Cyclospora
species are as follows:
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(1) Within seventy-two (72) hours of receiving the
report, thelocal health officer shall investigatethe case
to include a seven (7) day food history, exposure to
water, and travel. Use individual case investigation to
detect outbreaks and identify potential sources. If a
commercial food source is suspected, active surveil-
lance shall be undertaken.
(2) For hospitalized individuals, standard precautions
shall be followed with the addition of contact precau-
tionsfor diapered or incontinent children less than six
(6) years of age for the duration of the illness. For
others, the following instructions apply:
(A) Symptomatic persons shall be excluded from
employment involving food handling or the direct
care of children or hospitalized or institutionalized
patients.
(B) Asymptomatic food handlers, day care workers,
or health care workers may be released to return to
work, provided the following activities have taken
place prior to that person’s return to work:
(i) The local health officer or his or her designee
discusses with the asymptomatic worker hisor her
symptoms and determines that he or she isindeed
asymptomatic, and that the worker is further
counseled about measures, such as hand washing,
that shall be followed to prevent transmission of
disease.
(i) The local health officer or his or her designee
contacts the employer to:
(AA) reemphasi ze the need to comply with local
and state rules requiring proper hand washing
facilities for al employees; and
(BB) correct any observed lapses in hygienic
measures of any employees.
(C) Symptomatic persons shall be excluded from
schools and day care centers.
(D) Asymptomatic personsmay bereleased toreturn
to school or day care after the local health officer or
his or her designee has discussed with appropriate
school or care center staff the need:
(i) for proper hand washing and other infection
control practices; and
(ii) to comply with al local and state rules pertain-
ing to prevention of infectious diseases.
If an outbreak of the infection occursin aday care
center, all attendees may be required to submit stool
specimens for examination. In addition, all asymp-
tomatic attendees and staff who are infected with
Cyclospora may need to be isolated from other
attendeesand staff in the same center, and admission
of al new attendees suspended while the outbreak
continues.
(3) Concurrent disinfection of feces and feces soiled
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articles is required. Feces may be disposed of in a
sanitary sewer.
(4) Quarantine is not required.
(Indiana State Department of Health; 410 1AC 1-2.3-62;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 349)

410 1AC 1-2.3-63 Diphtheria; specific control mea-

sures
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 63. The specific control measures for diphtheria
(infectious agent: Corynebacterium diphtheriag) shall be
implemented immediately and are as follows:

(1) A trained immunization field representative of the
department, in cooperation with local health officers,
shall performaninvestigation and case management of
diphtheria cases. All investigation activities shall be
performed immediately and shall include (at a mini-
mum) determination of immunization status of the
index case or suspect case. Culture shall be obtained
for organismidentification. A completelist of contacts
shall be generated. Contacts are defined as al individ-
uasin the household, all individuals with a history of
habitual, close contact, and al individuals directly
exposed to throat and nasal secretions of the patient.

(2) For hospitalized patients, institute droplet precau-

tionsfor pharyngeal diphtheriaand contact precautions

for cutaneous diphtheria. Continue precautions until
the patient is of f antibiotics and two (2) cultures taken
twenty-four (24) hours apart are negative.

(3) Concurrent disinfection is required for:

(A) articlesin contact with the patient; and
(B) dl articles soiled by the patient’ s discharges.

(4) Contactswho arefood handlers, child care provid-

ers, or health care workers shall be excluded from

work until bacteriologic examination proves them not
to be carriers.

(5) Close contacts, regardless of immunization status

shall be observed for seven (7) days for signs, symp-

toms of disease, cultured for C. diphtheriag, and
treated prophylactically with oral erythromycin (forty

(40) to fifty (50) milligram [sic., milligrams] per

kilogram per day (mg/kg/day) for seven (7) days, two

(2) grams per day (gm/day) maximum), or given a

singleintramuscular (IM) doseof benzathinepenicillin

G (six hundred thousand (600,000)) units (U) for those

less than thirty (30) kg and one million two hundred

thousand (1,200,000) U for older children and adults).

For individuals who are culture positive, repeat cul-

tures after completion of therapy. Previously immu-

nized asymptomatic close contacts should receive a

booster dose of diphtheriatoxoidif five (5) years have
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lapsed sincethelast immunization. Individual sincom-
pletely immunized or with unknown immunization
status should start an active immunization series with
adiphtheriatoxoid preparation appropriate for age.
(6) Treatment of individuals suspected of having
diphtheria should not be delayed awaiting culture
results. Diphtheria antitoxin should be given based on
clinical diagnosis. Antitoxin dosage is dependent on
length and severity of the disease. Antimicrobial
therapy is essential to eliminate organism, and to
prevent the spread of the disease, as follows:
(A) Erythromycin (forty (40) tofifty (50) mg/kg/day,
maximumtwo (2) gramsper day (gm/d)) given orally
or parenterally for fourteen (14) days.
(B) Penicillin G given parenteraly (aqueouscrystdline,
one hundred thousand (100,000) to one hundred fifty
thousand (150,000) units per kilogran per day
(U/kg/day), infour (4) divided dosesintravenous(1V)).
(C) Aqueous procaine penicillin, (twenty-five
thousand (25,000) to fifty thousand (50,000)
U/kg/day, maximum one million two hundred thou-
sand (1,200,000) unitsintramuscular (IM) intwo (2)
divided doses) for fourteen (14) days are the recom-
mended therapy.
(D) Penicillin V per os (PO) (one hundred twenty-
four (124) to two hundred fifty (250) mg four (4)
times daily) for fourteen (14) days.
(Indiana State Department of Health; 410 1AC 1-2.3-63;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 350)

4101AC1-2.3-64 Ehrlichiosis; specific control mea-

sures
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 64. Thespecific control measuresfor ehrlichiosis,
(infectiousagent: Ehrlichiachaffeensisor other Ehrlichia
species) are as follows:

(1) Interview the patient to determine exposureto ticks

and the location of exposure for the previous four (4)

weeks. Information gathered is useful in identifying

foci of infected environments and public education
campaigns on prevention.

(2) Standard precautions are required.

(3) Concurrent disinfection is not required.

(4) Quarantine is not required.

(Indiana State Department of Health; 410 1AC 1-2.3-64;
filed Sep 11, 2000, 1:36 p.m.; 24 IR 350)

410 1AC 1-2.3-65 Encephalitis, arboviral; specific
control measures
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9
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Sec. 65. The specific control measures for arboviral
encephalitis (California, eastern equine encephalitis,
western equine encephalitis, and St. Louis encephalitis)
are asfollows:

(2) Theloca hedlth officer shdl investigate immediately

for the purpose of identifying location and presence of

vector mosguitoes. Activesurveillance shal beingtituted.

The local health department shall identify areas in the

community where there is a need for vector control.

I dentification of casesin horses, birds, or humans, or both

provides evidence of virus presence and amplification in

the community environment.

(2) Use contact precautions until enterovirus

meningoencephalitisiseliminated fromlist of possible

diagnoses.

(3) Concurrent disinfection is not required.

(4) Quarantine is not required.

(5) Protection or immunization of contacts is not

required for individuals. Fogging or spraying insecti-

cides have been effectively used to abort urban epi-

demics and may be recommended by the department.
(Indiana State Department of Health; 410 1AC 1-2.3-65;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 351)

410 1AC 1-2.3-66 E. coli infection (including E. coli
0157:H7) and hemolytic
uremic syndrome; specific
control measures

Authority: IC 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 66. The specific control measuresfor diarrheaand
hemolytic uremic syndrome associated E. coli infection
(including E. coli 0157:H7), (infectious agent: Esche-
richiacoali (including serotype 0157:H7)) areasfollows:

(1) Aninvestigation by thelocal health officer shall be
accomplished immediately to determineif the affected
individual is part of an outbreak and if he or sheisa
food handler, day care attendant, health care worker,
day care attendee, or attendee at a school or other
institution. Further investigation shall be performed to
determine a seven (7) day food consumption history
with an emphasis on the consumption of beef products
and raw vegetables, unpasteurized fruit juices or milk,
or exposure to potentially contaminated water, either
by swimming or consumption. I nterview meal compan-
ions for additional cases and if a commercia food
product or restaurant is suspected, conduct active
surveillance for additional cases. Medical evaluation,
including adequate laboratory examination of feces of
contacts should be limited to food handlers, child care
attendants, health care workers, or other situations
where outbreaks may occur.
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(2) For hospitalized individuals, standard precautions
shall be followed with the addition of contact precau-
tions for diapered or incontinent patients for the
duration of the illness and until two (2) successive
stool culturestaken no lessthan twenty-four (24) hours
apart and no sooner than forty-eight (48) hours after
the cessation of antibiotic therapy are negative for the
presence of E. coli 0157:H7 organisms. For others, the
following steps shall be taken:
(A) Symptomatic persons shall be excluded from
employment involving food handling or the direct
care of children or hospitalized or institutionalized
patients.
(B) Asymptomatic food handlers, day care workers,
and health care workers may return to work, pro-
vided the following have taken place prior to that
person’s return to work:
(i) The local health officer discusses with the
asymptomatic worker his or her symptoms and
determines that he or she isindeed asymptomatic,
and that the worker is further counseled about
mesasures, such as hand washing, that shall be
followed to prevent transmission of disease.
(i) The local health officer contacts the employer
to reemphasi ze the need to comply with local and
state rulesrequiring proper hand washing facilities
for al employees, and to correct any observed
lapses in hygiene measures of any employees.
In addition, asymptomatic food handlers will be
restricted from working with exposed food, clean
equipment, utensils, linens, unwrapped single-
service, and single-use articles until two (2) succes-
sive stool cultures taken no less than twenty-four
(24) hours apart and no sooner than forty-eight (48)
hours after the cessation of antibiotic therapy are
negative for the presence of E. coli 0157:H7 organ-
isms.
(C) Infected children shall be excluded fromany day
caresetting (including, but not limited to, babysitting
groupsand preschools) until two (2) successive stool
cultures taken no less than twenty-four (24) hours
apart and no sooner than forty-eight (48) hours after
the cessation of antibiotic therapy are negative for
the presence of E. coli 0157:H7 organisms. It is
imperative that parents of infected children under-
stand the potential consequences of this diseaseg, its
modes of transmission, and the absolute necessity
for strict attention to persona hygiene. It isimpera-
tive that excluded children not be transferred to
another child care setting until such time asthey are
determined to be clear of organisms.
(D) If an outbreak occurs in a day care center or
preschool, al attendees and staff may berequired to
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submit stool specimensfor examination. Rather than
expulsion until stool-negative, the day care adminis-
trator may consider isolation of asymptomatic
infected attendeesfrom other attendees. Thisalterna-
tive can only be considered if the physical structure
and staff organization of the center can accommo-
dateisolation of various groupsfrom oneanother. If
this alternative is selected, increased emphasis on
hand washing and environmental cleaning is neces-
sary. Day care centers shall be closed to new admis-
sions until such time as health officials determine
that the outbreak is over.
(E) Symptomatic children shall be excluded from
school until asymptomatic and the following activi-
ties have taken place prior to the student’ s return to
school:
(i) The local hedlth officer discusses with the
asymptomatic student and parents his or her symp-
toms and determines that he or she is indeed
asymptomatic, and that the student is further
counseled about measures, such as hand washing,
that shall be followed to prevent transmission of
disease.
(if) The local hedlth officer contacts the local
school administration to reemphasize the need to
comply with local and state rules requiring proper
hand washing facilities and the need to emphasize
good hand washing practices of the students.
(3) Concurrent disinfection of feces and fecal soiled
articlesisrequired. Feces may be disposed of directly
in a sanitary sewage system.
(4) Quarantine is not required.
(5) Protection or immunization of contacts is not
required.
(Indiana State Department of Health; 410 1AC 1-2.3-66;
filed Sep 11, 2000, 1:36 p.m.;: 24 IR 351)

410 1AC 1-2.3-67 Gonorrhea; specific control mea-

sures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 67. The specific control measures for gonorrhea
(infectious agent: Neisseriagonorrhoeae) are asfollows:
(1) Investigation shall be accomplished by the local
health officer and shall be focused on identifying
sexual partnerswho were at risk for transmitting to, or
contacting the infection from, the case. Case and
contacts shall be fully evaluated and treated as recom-
mended inthe MMWR 1998 Guidelinesfor Treatment
of Sexually Transmitted Diseases, January 23, 1998,
Volume 47/RR1.
(2) Standard precautions shall be instituted for hospi-
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talized individuals. Infected persons shall not engage
in sexual activities involving the exchange of body
fluids until therapy is completed and they no longer
have symptoms. Treated persons shall also refrain
from sexua activitiesinvolving the exchange of body
fluidswith untreated previous sexual partnersto avoid
reinfection. Cases should be examined serologically
for syphilis.
(3) Concurrent disinfection is required for articles
contaminated with discharges.
(4) Quarantine is not required.
(5) Immunization is not available.
(Indiana State Department of Health; 410 1AC 1-2.3-67;
filed Sep 11, 2000, 1:36 p.m.;: 24 IR 352)

4101AC 1-2.3-68 Granuloma inguinale; specific

control measures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 68. The specific control measuresfor Granuloma
inguinale (infectious agent: Calymmatobacterium
granulometis) are as follows:

(1) Aninvestigation shall beaccomplished by thelocal

health officer and shall be focused on identifying

sexual partnerswho were at risk for transmitting to, or
contacting the infection from, the case. Case and
contacts shall befully evaluated and treated as recom-
mended inthe MMWR 1998 Guidelinesfor Treatment

of Sexually Transmitted Diseases, January 23, 1998,

Volume 47/RR1.

(2) Standard precautions for hospitalized patients are

required. Patients shall refrain from sexua activities

until treatment is complete and lesions are healed.

Patients shall refrain from sexua activities with

untreated previous sexual partners.

(3) Concurrent disinfection is required for discharges

from lesions and articles soiled by those discharges.

(4) Quarantine is not required.

(5) No immunization isavailable. Prompt treatment of

contacts upon recognition or suspicion of disease is

required.
(Indiana State Department of Health; 410 |AC 1-2.3-68;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 352)

410 1AC 1-2.3-69 Haemophilusinfluenzae invasive
disease; specific control mea-

sures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 69. The specific control measures for
Haemophilusinfluenzae TypeB invasivedisease (includ-
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ing bacteremia, meningitis, epiglottitis, septic arthritis,
cellulitis, pericarditis, endocarditis, and osteomyelitis),
(infectious agent: Haemophilus influenzag) are as
follows:
(1) An investigation and case management shall be
performedimmediately by department-trained immuni-
zation field representatives in cooperation with the
local health officer. The investigation shall include an
immunization history of theindex case, and identifica-
tion of all contacts under four (4) years of age. Con-
tacts are defined as household, child care, and nursery
school contacts, or individuals who spent four (4) or
more hours with the index case for at least five (5) of
the seven (7) days preceding the onset of theillness.
(2) Droplet precautions shall be followed for twenty-
four (24) hours after the start of chemotherapy.
(3) Concurrent disinfection is not required.
(4) Quarantine is not required.
(5) With the exception of pregnant females, rifampin
prophylaxis (orally once daily for four (4) days in
twenty (20) mg/kg dose, maximal dose six hundred
(600) mg/day) should beadministered tothefollowing:
(A) All members of a household where thereis one
(1) or more children younger than twelve (12)
months should receive prophylaxis.
(B) All members of a household where there are
contacts under forty-eight (48) months of age with
incomplete immunization status should receive
prophylaxis.
(C) Attendees and supervisory personnel in a child
care facility where unvaccinated or incompletely
vaccinated children arein attendance, and wheretwo
(2) cases of invasive Haemophilus influenzae have
occurred within sixty (60) days.
(D) Prophylaxis of asingle case in child care facilities
iscontroversial; consult current recommendations.
(E) Theindex case should receive rifampin prior to
discharge if he or she was not treated with
cefotaxime or ceftriaxone.
(F) Parents and child care providers of contacts
should be educated about signs and symptoms of
Haemophilus influenzae disease.
(Indiana State Department of Health; 410 1AC 1-2.3-69;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 352)

4101AC 1-2.3-70 Hansen' sdisease; specific control

measur es
Authority: 1C 16-41-2
Affected: 1C 16-41-2; IC 16-41-9

Sec. 70. The specific control measures for Hansen's
disease (infectious agent: Mycobacterium leprae) are as
follows:
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(1) Thelocal health officer shall assure that initial and
periodic examination of household contacts occur at
twelve (12) month intervals for at least five (5) years
after the last contact with infectious patient.
(2) Standard precautions for hospitalized patients are
required.
(3) Concurrent disinfection is required for nasal
discharges and articles soiled with nasal discharges
from patients considered infectious.
(4) Household contact of patients with borderline or
|epromatousleprosy who arelessthan twenty-five (25)
years of age should be treated prophylactically with
dapsone for three (3) years at the same doses as for
treatment.
(Indiana Sate Department of Health; 410 1AC 1-2.3-70;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 353)

4101AC 1-2.3-71 Hantavirus; specific control mea-

sures
Authority: 1C 16-41-2
Affected: 1C 16-41-2; IC 16-41-9

Sec. 71. The specific control measures for hantavirus
are asfollows:
(1) Aninvestigation shall beimmediately conducted by
the local health officer for the purpose of case ascer-
tainment and identification of the source of infection.
The investigation shall be to identify the source of
exposure to rodent feces and urine. Exterminate
rodents at suspected site of infection, and disinfect
environmental surfaces.
(2) Standard precautions are required.
(3) Concurrent disinfection is not required.
(4) Quarantine is not required.
(5) Protection/immunization of contacts is not avail-
able.
(Indiana State Department of Health; 410 1AC 1-2.3-71,
filed Sep 11, 2000, 1:36 p.m.: 24 IR 353)

410 1AC 1-2.3-72 Hepaititis, viral, TypeA; specific
control measur es
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 72. The specific control measures for hepatitis,
viral, Type A (infectious agent: Hepatitis A virus) are as
follows:

(1) Aninvestigation shall be performed by the local

health officer immediately to determine whether the

caseisafood handler, day care or health care worker,
or day care attendee, and worked or attended while
having diarrhea. Investigator shall prepare alist of all
contacts. Contacts are defined as household members,

4101AC1-2.3-72

day care center attendees in same room, sexual part-
ners, and persons eating food prepared by the case
during the infectious period. The infectious period is
defined as from seven (7) days before to fourteen (14)
days after onset of symptomsif no jaundice occurred;
otherwise, the infectious period is defined as from
fourteen (14) days prior to seven (7) days after the
onset of jaundice. The investigation shall also include
a food history, history of exposure to undercooked
food items, and ahistory of sexual exposureduringthe
fifteen (15) to fifty (50) day period prior to onset of
illness. In the event that a common source foodborne
outbreak is suspected, the local health officer must
initiate active surveillance immediately to identify
additional cases.
(2) Contact precautions as follows:
(A) For diapered or incontinent patients less than
three (3) years of age for the duration of theillness.
(B) In children three (3) to fourteen (14) years of
age, until two (2) weeks after the onset of the symp-
toms.
(C) In othersfor two (2) weeks after the onset of the
symptoms or one (1) week after the onset of jaun-
dice.
Infected children shall be excluded from schools and
day care centers, and adults from employment involv-
ing food handling, direct care of children, or hospital-
ized or institutionalized patients during the infectious
period.
(3) Sanitary disposal of feces, vomitus, and blood is
required. Disposal through the sanitary system is
acceptable.
(4) Quarantine is not required.
(5) Passive immunization with immune globulin (IG)
should be given as soon as possible after exposure, but
within two (2) weeks to all household and sexual
contacts. Inaday care center, | G should begivento al
classroom contacts. If the day care center admits
children in diapers, |G should be given to all children
and staff in the center. If afood handler is diagnosed
with hepatitis A, |G should be administered to other
food handlers (unless the employee isimmune due to
vaccination or past infection) at thesamelocation. Any
susceptible food handler who refuses 1G prophylaxis
is to be restricted from working with exposed food;
clean equipment, utensils, and linens; and unwrapped
single-service and single-use articles for fifty (50)
days. 1G should not routinely be given to contacts in
the usual office, school, or factory situation. When
hepatitis A occurs in a food handler, IG shall be
considered for food establishment patrons in the
establishment only if the following three (3) events
occurred:
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(A) The food handler worked while infectious, and
directly handled uncooked foods or foods after
cooking.

(B) Deficiencies in personal hygiene are noted, or
the food handler worked whileill with diarrhea.
(C) 1G may be given within two (2) weeks after the
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(2) Standard precautions for hospitalized patients and
universal precautions for others where exposure to
blood or other potentially infectious materials, or both,
is a possibility. Infected persons shall not engage in
sexual activitiesinvolving the exchange of body fluids
without first informing their partner of their disease

status. Restrictions on sexua activities shall be re-
moved whenthepreviously infected personisserologi-
cally confirmed to be noninfectious. The infected
persons shall not:
410 1AC 1-2.3-73 Hepatitis, viral, TypeB and Type (A) share needles or syringes with other persons
D; specific control measures without first notifying those persons of their disease
Authority: IC 16-41-2-1 status;
Affected:  1C16-41-2, 1C 16-41-9 (B) donate blood, plasma, or organsfor transplanta-
tion; or
(C) donate semen for artificial insemination.
(3) Equipment contaminated with blood or other
potentially infectious body fluids, or both, shall be
appropriately disinfected or when required, sterilized
prior to reuse.

last exposure.
(Indiana State Department of Health; 4101AC 1-2.3-72;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 353)

Sec. 73. The specific control measures for hepatitis,
viral, Type B (infectious agent: Hepatitis B virus) and
TypeD (infectious agent: DeltaHepatitis, occursonly in
individuals with acute or chronic hepatitis B virus
infection) are as follows:

(1) Aninvestigation and case management duties are

assigned asfollows:
(A) An Investigation and case management of
infants born to HBSAQ (+) pregnant women shall
beginimmediately (wheninfectionisidentified at or
closeto the time of birth) and shall be performed by
trained department immunization representativesin
cooperation with the local health officer or trained
local health department staff for the purpose of
assuring that infants receive the complete HBIG and
HBV vaccine series.
(B) Thelocal health officer shall performinvestiga-
tion and case management of all others, including
household and sexual contacts of HBSAQ (+) preg-
nant women. Investigators shall identify a complete
list of contacts. Contacts are defined as sexual
partners, household members, individuals with
whom needles have been shared, and others who
have been exposed to infectious body fluids. In
addition, the investigation shall focus on history of
surgery, transfusion or other blood product expo-
sures, hemodialysis, employment as a health care
worker, and other contacts with blood or other
potentially infectiousmaterial sduring theincubation
period. When two (2) or more cases occur in associ-
ation with some common exposure, a search for
additional cases shall be conducted. If transfused
blood or blood products is implicated in transmis-
sion, thelot shall bewithdrawn from use and reason-
able steps taken to ensure that no further donations
from the infected donor are utilized.
(C) Hepatitis B immunization history shall be ob-
tained on all cases of hepatitis B.

(4) Quarantine is not required.

(5) Protection/immunization of contacts shall be

accomplished as follows:
(A) Infants of HBsAg(+) pregnant women shall be
given the appropriate dosage of HBIG IM and of
hepatitis B vaccine within twelve (12) hours of birth
unless medically contraindicated. Additional doses
of vaccine should be given at one (1) month and six
(6) months of age. Infants should be tested for anti-
HBs and HBsAg one (1) to three (3) months after
completing the vaccine series.
(B) Potentially susceptible sexual partnersshould be
tested for HBSAG, HBSAB, and anti-HBc; if nega-
tive, they should be given the appropriate dosage of
HBIG IM and the first dose of hepatitis B vaccine
IM within fourteen (14) days of the last sexual
contact. Sexual contacts should compl ete the hepati-
tis B immunization series.
(C) If the index case is the mother or primary care
provider of asusceptibleinfant lessthan twelve (12)
months of age, the infant should receive the appro-
priate dosage of HBIG and hepatitis B vaccine
according to vaccine manufacturer’ s directions.
(D) Other susceptible household contacts of the index
caseshould receivethegppropriatedosageof HBIG IM
and initiate and complete hepetitis B vaccine if they
have had identifiableblood exposurestotheindex case,
such as sharing toothbrushes or razors.
(E) If the index case becomes a hepatitis B carrier,
all household contacts should complete the hepatitis
B vaccine series.

(Indiana State Department of Health; 410 |AC 1-2.3-73;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 354)
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4101AC 1-2.3-74 HepatitisCinfection; specific con-

trol measures
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 74. The specific control measure for hepatitis C
(acute) are asfollows:
() An investigation shall be performed within
seventy-two (72) hours by the local health officer for
the purpose of determining risk factors for infection.
(2) Standard for hospitalized patients and universal
precautions for others, where exposure to blood or
other potentialy infectious materials, or both, is a
possibility. Infected persons shall not:
(A) share needles or syringes with other persons;
(B) donate blood, plasma, or organsfor transplanta-
tion; or
(C) donate semen for artificial insemination.
(3) Equipment contaminated with blood or other
infectious body materials, or both, shall be appropri-
ately disinfected or sterilized prior to reuse.
(4) Quarantine is not required.
(5) HCV -positive individuals shall not share razors or
toothbrushes with others. Infants twelve (12) months
of age or older born to infected mothers should be
screened for anti-HCV. Headlth care workers with
percutaneous or permucosal exposure to HCV shall
have baseline and six (6) month follow-up serologic
testing for anti-HCV and aanine aminotransferase
activity.
(Indiana Sate Department of Health; 410 1AC 1-2.3-74;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 355)

410 1AC 1-2.3-75 Histoplasmosis; specific control

measur es
Authority: 1C 16-41-2-1

Affected: IC 16-41-2; IC 16-41-9
Sec. 75. The specific control measure for
histoplasmosis (infectious agent: Histoplasma

capsulatum) are as follows:
(1) A loca hedlth officer shall investigate cases of
infectionto potential sourcesof exposure. Theinvesti-
gation shall evaluate the potential for occupational
exposure, and in the event of two (2) or more casesfor
evidence of infection from a common environmental
source.
(2) Standard precautionsfor hospitalized patientsshall
beinstituted. No isolation is required for others.
(3) Concurrent disinfection isrequired for sputum and
equipment and articles soiled with sputum. Terminal
cleaning is also required.
(4) Quarantine is not required.
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(5) Protection/immunization of contacts is not avail-
able.
(Indiana State Department of Health; 410 1AC 1-2.3-75;
filed Sep 11, 2000, 1:36 p.m.; 24 IR 355)

410 1AC 1-2.3-76 Human immunodeficiency virus
infection/disease; specificcon-
trol measures

Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 76. The specific control measuresfor HIV are as
follows:
(1) An investigation shall be performed by trained
public health diseaseintervention specialistswho shall
conduct any contact tracing. Persons who are tested
anonymously at a counseling and testing sites cannot
be reported using personal identifiers; rather, they are
to be reported using a numeric identifier code. Age,
race, sex, risk factors, and county of residence shall
also bereported. HIV infected persons arerequired to
warn contacts of their disease status and the need to
seek hedlth care, such as counseling and testing. All
identified contacts should receive counseling and be
offered serologic testing. Until their statuswith regard
toinfection has been determined, contactsshall refrain
from sexual activities involving the exchange of body
fluids. All contactsshall not share needlesand syringes
with other persons without first notifying the other
persons of their disease status.
(2) Standard precautions shall be used in hospitalized
patients. Universal precautions shall be used for all
other medical settings. Infected persons shall not:
(A) engageinsexual activitiesinvolvingexchange of
body fluids without first informing their partner of
their disease status;
(B) share needles or syringes with other persons
without first notifying the other persons of their
disease status; or
(C) donateblood, plasma, organsfor transplantation,
or semen for artificial insemination.
(3) Concurrent disinfection is required for equipment
and articles contaminated by blood or other potentially
infectious material.
(4) Quarantine is not required.
(5) An investigation of HIV positive women,
perinatally exposedinfant and pediatric HIV caseswill
be performed by HIV surveillance and disease inter-
vention specialist staff members, who will obtain
information epidemiol ogically necessary to protect the
life of named parties.
(Indiana State Department of Health; 410 1AC 1-2.3-76;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 355)
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4101AC 1-2.3-77 Legionellosis; specific control

measur es
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 77. Thespecific control measuresfor legionellosis
(infectious agent: Legionella species) are as follows:
(1) An investigation shall be performed by the local
health officer intheevent that asinglenosocomial case
isidentified or in the event that two (2) or more cases
not associated with ahealth carefacility areidentified.
A definite noscomial case is a laboratory confirmed
case who has spent ten (10) days or more continuously
in a hedlth care facility. A possible noscomial caseis
alaboratory case that occurs two (2) to nine (9) days
after discharge from ahealth carefacility. Theinvesti-
gation shall focus on environmental sources for the
exposure in the health care facility for nosocomial
cases, or places of common exposure for those infec-
tions not associated with a health care facility. Active
surveillance for additional cases shall be undertaken.
(2) Standard precautions for hospitalized patients is
required.
(3) Equipment contaminated with blood or infectious
body fluids, or both, shall be appropriately disinfected
or sterilized prior to reuse.
(4) Quarantine is not required.
(5) Protection/immunization of contacts is not avail-
able.
(Indiana State Department of Health; 410 1AC 1-2.3-77,
filed Sep 11, 2000, 1:36 p.m.: 24 IR 356)

410 1AC 1-2.3-78 L eptospirosis; specific control

measur es
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 78. The specific control measurefor leptospirosis
(infectious agent: L eptospira species) are as follows:
(1) Aninvestigation by thelocal health officer shall be
conducted for case ascertainment and to identify
potential sources of the infection, such as contami-
nated water, occupational exposure, including handling
of infected animals.
(2) Standard precautions are required.
(3) Quarantine is not required.
(4) Protection for contactsis not required.
(Indiana State Department of Health; 410 1AC 1-2.3-78;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 356)

4101AC 1-2.3-79 Listeriosis; specific control mea-
sures
Authority: IC 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9
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Sec. 79. The specific control measure for listeriosis
(infectious agent: Listeria monocytogenes) are asfollows:
(1) Aninvestigation by the loca health officer shall
include a twenty-one (21) day food history, exposure
to soil, and farm animals. Food history should include
history of consuming raw milk, soft cheese, raw
vegetables, and ready-to-eat meats. Surveillance data
should be analyzed for clusters, and clusters for
COMMON SOUrCe eXPOSUres.
(2) Standard precautions for hospitalized patients are
required.
(3) Concurrent disinfection is not required.
(4) Quarantine is not required.
(5) Protection/immunization of contacts is not re-
quired.
(Indiana State Department of Health; 410 1AC 1-2.3-79;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 356)

4101AC 1-2.3-80 Lyme disease; specific control

measur es
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 80. The specific control methodsfor lyme disease
(infectious agent: Borrelia burgdorferi) are as follows:
(1) The local health officer shall investigate to deter-
mine location of exposure to ticks and identify tick-
infested areas.
(2) Standard precautions for hospitalized patients are
required.
(3) Concurrent disinfection is not required.
(4) Quarantine is not required.
(5) Protection/immunization of contacts is not re-
quired.
(Indiana Sate Department of Health; 410 1AC 1-2.3-80;
filed Sep 11, 2000, 1:36 p.m.; 24 IR 356)

4101AC 1-2.3-81 Lymphogranuloma venereum;

specific control measures
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 81. The specific control measures for
lymphogranuloma venereum (infectious agent:
Chlamydiatrachomatis) are as follows:

(1) Contact tracing shall be conducted by a trained

public health disease control specialist.

(2) Standard precautions for hospitalized patients are

required. Refrain from sexual contact until lesionsare

healed.

(3) Careful disposa of articles contaminated with

discharges from lesions and articles soiled by dis-

chargesisrequired.
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(4) Quarantine is not required.
(5) Protection/immunization of contacts is not avail-
able. Sexua contacts of patients with C. trachomatis
infections should be evaluated and treated for C.
trachomatisif the last sexual contact was within thirty
(30) days of a symptomatic index patient’s onset of
symptoms, or within sixty (60) days of an asymptom-
atic index patient’s diagnosis. Cases should also be
examined serologically for syphilisinitially.
(Indiana State Department of Health; 410 1AC 1-2.3-81;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 356)

4101AC 1-2.3-82 Malaria; specific control mea-

sures
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 82. The specific control measures for malaria
(infectious agents. Plasmodium vivax, P. malariae, P.
falciparum, and P. ovale) are asfollows:

(1) An investigation by the local health officer to
determine history of previous infection or possible
exposure. Travel history shall be evaluated to deter-
mine if the case is from foreign travel or local expo-
sure. Exposure may occur from exposure to infected
mosquitoes, transfusions with infected blood, or
through needle sharing.

(2) Standard precautions for hospitalized patients are

required. Both hospitalized and nonhospitalized

patients shall remain in mosguito-proof areas from
dusk to dawn.

(3) Concurrent disinfection is not required.

(4) Quarantine is not required.

(5) Protection/immunization of contactsisnot applicable.
(Indiana State Department of Health; 410 1AC 1-2.3-82;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 357)

4101AC 1-2.3-83 Meades(rubeola); specific control

measur es
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 83. The specific control measures for meades
(rubeol@) are asfollows:

(1) An investigation and case management shall be
performed immediately by department trained immuni-
zation field representatives in cooperation with the
local health officer. The investigation shall consist of
the following:

(A) Ascertainment of immunization history.

(B) Case ascertainment.

(C) Identification and listing of contacts. Contacts

are defined as any individual who was in the same
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room while the case was present, or for two (2)
hours afterwards at any time during the infectious
period. The infectious period is defined as four (4)
days before rash onset until four (4) days after the
appearance of the rash. All children and adults
attending the same school, child care, or babysitting
groups as the case are defined as contacts.
(D) For outbreak control in public or private schools,
on the same day that areport of a suspected case of
measles is received, school personnel shall do the
following:
(i) Conduct an inquiry into absenteeism to deter-
minethe existence of any other casesof theillness.
(i) Immediately report the suspect case or casesto
the local health department or the department.
(iit) Send anotice home with each student or attendee
who has not presented proof of immunity explaining
that the student shall be excluded from a given date,
until acceptable proof of immunity is received by the
schooal, or in the case of medica or religious exemp-
tions, until fourteen (14) daysafter theonset of thelast
reported mesdes case. Previoudy unvaccinated
children who are not vaccinated within seventy-two
(72) hours of exposure shall also be excluded for
fourteen (14) days after completing vaccination.
Acceptable proof shall consist of:
(AA) awritten record from the student’ s physi-
cian, parent, or guardian, which indicates the
dates of vaccination (on or after the first birth-
day) and the type of vaccine administered;
(BB) astatement from a physician indicating the
date when a student had measles; or
(CC) a laboratory report showing a protective
mesasles antibody titer.
(iv) Make available to officials of thelocal health
department or the department, or both, involved in
investi gating and controlling the outbreak, immuni-
zation records of al students in the school or
attendeesin child care.
(2) Airborne precautions shall be followed for hospi-
talized patients from onset of the catarrhal stage of the
prodromal period through the fourth day of therash to
reduce the exposure of other persons at high risk.
Other infected persons shall be excluded from school
and day care centers, from public gatherings, and from
contact with susceptible personsoutsidethe household
for at least four (4) days after appearance of the rash.
(3) Concurrent disinfection is not required.
(4) Quarantineisnot required. Childrenininstitutions,
wards, or dormitories for young children may be
quarantined. If measles occursin an institution where
infants reside, these infants shall be segregated from
infected persons and susceptible contacts.
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(5) Protection/immunization of contacts shall be as
follows:
(A) Live measles vaccine given to inadequately
vaccinated personswithin seventy-two (72) hours of
exposure may provide protection against disease.
(B) Immune globulin (IG) may be given within six (6)
days to the susceptible household or other contacts,
especidly thosefor whomrisk of complicationsisvery
high (such as contacts under one (1) year of age), or for
whom the meades vaccineis contraindicated.
(C) Live meadles vaccine should be given three (3)
months later to 1G recipients for whom vaccine is
not contraindicated.
(Indiana State Department of Health; 410 1AC 1-2.3-83;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 357)

410 1AC 1-2.3-84 Meningitis, aseptic; specific con-
trol measures
Authority: IC 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 84. The specific control measures for aseptic
meningitis (infectious agent: various viral agents) is an
investigation by the local health officer that shall be
conducted when reports exceed the expected number for
population in time period. The investigation shall be
focused on determining cause of the disease and its
distribution. (Indiana State Department of Health; 410
IAC 1-2.3-84; filed Sep 11, 2000, 1:36 p.m.: 24 IR 358)

410 1AC 1-2.3-85 Meningococcal infections, inva-

sive; specificcontrol measures
Authority: IC 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 85. The gpecific control measures for
meningococcal disease, invasive (infectious agent:
Neisseria meningitidis) are as follows:

(1) An investigation shall be performed immediately

by the local health officer for the purpose of identify-

ing al close contacts. Contacts are defined as house-
hold contacts, day care contacts, and anyone directly
exposed to the patient’s oral secretions. Investigation
shall also be performed to identify school attendance
and work history of the case, or history of habitual
associ ation with an agency, organization, or ingtitution.

(2) Droplet precautions are required for hospitalized

patients until twenty-four (24) hours of effective

antimicrobial therapy has been compl eted.

(3) Concurrent disinfection arerequired for discharges

from nose and throat, and all articles soiled by them.

Terminal cleaning is required.

(4) Quarantine is not required.
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(5) Protection/immunization of contacts should be
treated as follows:

Rifampin
Children < 1 month of 5 mg/kg orally every 12 hours
age for 2 days
Children > 1 month of 10 mg/kg (maximum 600 mg)
age and adults orally every 12 hoursfor 2 days
or 20 mg/kg (maximum 600 mg)
orally every 24 hours for 4 days
Ceftriaxone
< 12 years of age 125 mg intramuscular (IM) sin-
gledose
> 12 years of age 250 mg intramuscular (IM) sin-
gledose

Ciprofloxacin
> 18 years of age 500 mg orally single dose

(Indiana State Department of Health; 410 1AC 1-2.3-85;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 358)

4101AC 1-2.3-86 Mumps; specific control measures
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 86. The specific control measures for mumps are
asfollows:
(1) An investigation shall be conducted by trained
department immunization field representatives in
cooperation with the local health officer. The investi-
gation shall include obtaining serology for mumpsigM
in suspect cases, and identifying susceptible contacts
who should be immunized.
(2) For hospitalized patients, droplet precautions are
indicated for nine (9) days from the onset of swelling.
(3) Concurrent disinfection shall befollowed to disinfect
articles contaminated with nose and throat secretions.
(4) Infected persons shall be excluded fromschool and
day care centers, public gatherings, and contact with
susceptibl e persons outside the household for nine (9)
days after the onset of swelling. Exclude exposed
susceptibles from school or the workplace from the
twelfth to the twenty-fifth days after exposure to
prevent spread to other susceptibles.
(5) Vaccination of susceptibles after exposure to
mumps may not prevent disease; however, vaccination
may be given to protect against subsequent exposures.
(Indiana Sate Department of Health; 410 1AC 1-2.3-86;
filed Sep 11, 2000, 1:36 p.m.;: 24 IR 358)

4101AC 1-2.3-87 Pediatric blood lead; specific con-
trol measures
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9
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Sec. 87. The specific control measures for pediatric
venous blood lead are as follows:
(1) Loca hedth officers shdl ensure the monitoring of
children, equal to or less than six (6) years of age, who
have been reported to have a venous blood lead leve of
greater than ten (10) pg per deciliter. Monitoring shdl
include referrals for case management if not dready
accomplished and environmental assessment. Additional
guidance may befound in Center for Disease Control and
Prevention publication Screening Young Children for
Lead Poisoning: Guidance for State and Locd Public
Hedlth Officias, November 1997.
(2) Ensure that additional testing is accomplished in
accordance with the following schedule:
(A) Initial blood level ten (10)-nineteen (19) g per
deciliter, rescreen within three (3) months.
(B) Initial blood level twenty (20)—forty-four (44) ug
per deciliter, rescreen within one (1) month.
(C) Initial blood level forty-five (45)—fifty-nine (59)
Mg per deciliter, rescreen within forty-eight (48)
hours.
(D) Initial blood level sixty (60)—sixty-nine (69) ug
per deciliter, rescreen within twenty-four (24) hours.
(E) Initial blood level equal to or greater than sev-
enty (70) ug per deciliter, rescreenimmediately asan
emergency lab test.
(Indiana State Department of Health; 410 1AC 1-2.3-87;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 358)

410 1AC 1-2.3-88 Pertussis; specific control mea-

sures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 88. The specific control measures for pertussis
(infectious agent: Bordetella pertussis) are as follows:

(1) Immediate investigation shall be performed by
trained department immunization field representatives
incooperation withthelocal health officer. Aninvesti-
gation shall be performed for the purpose of case
ascertainment and identification of close contacts.
Close contacts are defined as household and day care
contacts and persons who have had direct contact with
respiratory secretions of the case, including, but not
limited to, the following:

(A) Explosive cough or sneeze in the face.

(B) Sharing food or utensils.

(C) Kissing.

(D) Mouth to mouth resuscitation.

(E) Performing a full medical exam, including

examination of the nose and throat.
A search for unrecognized or unreported, early, and
atypical casesis indicated where a nonimmune infant

or young child is, or might be, at risk.
(2) Droplet precautions shall be utilized for hospital-
ized patientsfor five (5) daysafter the start of effective
therapy. For others, inadequately immunized house-
hold contacts less than seven (7) years of age shall be
excluded from schools, day care centers, and public
gatherings for fourteen (14) days after the last expo-
sure, or until they have received five (5) days of a
minimum fourteen (14) day course of erythromycin or
trimethoprim-sulfamethoxazole. Infected personsshall
be excluded from:

(A) schools and day care centers,

(B) public gatherings; and

(C) contact with susceptible persons outside the

household;
until they have received at least five (5) days of amini-
mum fourteen (14) day course of erythromycin or
trimethoprim-sulfamethoxazole. Infected personsshall not
have contact with unimmunized infants. Infected persons
not receiving the prophylaxis as established in this subdi-
vision shall be excluded from schoals, day care centers,
and public gatherings for twenty-one (21) days.
(3) Concurrent disinfection is required for nose and
throat discharges, and any articles soiled by nose and
throut [sic.] discharges.
(4) For quarantine, seesubdivision (1) for inadequately
immunized contacts.
(5) Close contactslessthan seven (7) years of agewho
have not received four (4) diphtheria, tetanus, or
pertussis (DTP or DTaP) doses, or have not received
a DTP dose within three (3) years should be given a
DTaP dose as soon after exposure as possible. A
fourteen (14) day course of erythromycin (forty (40) to
fifty (50) milligram[sic., milligrams] per kilogram per
day (mg/kg/day), oraly in four (4) divided doses,
maximum two (2) grams per day (gm/day)) for al
household and other close contacts regardless of age
and vaccination status should be given. While
efficacies have not been established, clarithromycin,
other macrolides, or trimethoprim-sulfamethoxazole
are dternatives for those who cannot tolerate
erythromycin. Those with symptoms should be cul-
tured before antibiotic therapy. Immunization after
discovery of a case or an outbreak does not provide
protection to newly immunized persons during that
outbreak; therefore, contacts must be protected imme-
diately by other measures.

(Indiana State Department of Health; 410 |AC 1-2.3-88;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 359)

410 1AC 1-2.3-89 Plague; specific control measures

Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9
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Sec. 89. The specific control measures for plague

(infectious agent: Y ersinia pestis) are as follows:
(1) Thelocal health officer shall performanimmediate
investigation to identify al contacts. Contacts are
defined as those individual s who have been in house-
hold or face to face contact with patients with pneu-
monic plague. Establish if the case had traveled to
endemic areasin the past seven (7) days. Determine if
patients were exposed to rodents, or cats, or dogs, or
visited areas of rodent habitat during travel.
(2) Standard precautions are required for hospitalized
patients with bubonic plague. Droplet precautions for
hospitalized patients with pneumonic plague are
required until seventy-two (72) hours after the start of
effective therapy.
(3) Concurrent disinfection isrequired for sputumand
purulent discharges, and articles soiled with them.
(4) Those who have had face-to-face contact or are in
a household with patients shall be placed on
chemoprophylaxis and observed for seven (7) days.
Those who refuse chemoprophylaxis must be isolated
for seven (7) days.
(5) Close contacts (including medical personnel) shall
be evaluated for chemoprophylaxis. Contacts of
pneumonic plague shall be provided
chemoprophylaxis. Children less than eight (8) years
of ageshould begiven trimethoprim-sulfamethoxazole.
For children older than eight (8) years of age and
adults, doxycycline or tetracycline is recommended.
(6) Streptomycin and gentamycin are drugs of choice
in most cases. Tetracyclines and chloramphenicol are
aternatives.

(Indiana State Department of Health; 410 1AC 1-2.3-89;

filed Sep 11, 2000, 1:36 p.m.; 24 IR 359)

410 1AC 1-2.3-90 Poliomyelitis; specific control

measur es
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 90. The specific control measuresfor poliomyeli-
tisare asfollows:

(1) Immediate investigation shall be performed by a
trained department immunization field representative
in cooperation with the local hedlth officer. The
investigation shall include the following:

(A) Laboratory confirmation.

(B) Immunization status of the case.

(C) Time since the last vaccination.

(D) Type of vaccine given.

(E) History of underlying immunosuppressive

condition.

(F) History of contact with high risk individuals
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(such as persons who object to vaccination, recent

immigrants, travelers, and personswho are a proba-

ble or confirmed case of polio).
Travel history of the case shall be determined. If wild
poliovirusisimplicated and at least two (2) cases are
associated by time and place, an immunization pro-
gram designed to contain the spread shall be initiated
using trivalent oral polio vaccine. A thorough search
shall be conducted for sick persons, especialy chil-
dren, to assure early detection, facilitate control, and
permit appropriate treatment of unrecognized and
unreported cases.
(2) For hospitalized patients, standard precautions are
required. Other infected persons shall be excluded
from schools and day care centers, public gatherings,
and contact with susceptible persons outside the home
for a period of not less than fourteen (14) days after
the onset of illness.
(3) Concurrent disinfection shall befollowed for throat
discharges, feces, and articles soiled by throuat [sic.,
throat] discharges or feces, or both. Feces may be
disposed of directly into sanitary sewage system.
Terminal cleaning shall also be followed.
(4) Familial and other close contacts may be vacci-
nated, but this measure, when implemented after
recognition of the case, is of unknown value.

(Indiana State Department of Health; 410 1AC 1-2.3-90;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 360)

410 1AC 1-2.3-91 Psittacosis; specific control mea-

sures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 91. The specific control measures for psittacosis
(infectious agent: Chlamydia psittaci) are as follows:
(1) Aninvestigation by thelocal health officer shall be
ingtituted to identify the source of infection and
implementation of control measures. Theinvestigation
shall identify exposure to:
(A) psittacine birds (owned by individuals or pet
shops);
(B) occupationa exposure to poultry flocks; or
(C) processing plants;
for thepreviousfour (4) weeks. |dentified locationsfor
potential exposure shall be forwarded to the Indiana
state board of animal health for investigation.
(2) Standard precautions are required. Coughing
patients shall cough into tissue to prevent
aerosolization of infectious agent.
(Indiana State Department of Health; 410 1AC 1-2.3-91;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 360)



295 INDIANA STATE DEPARTMENT OF HEALTH

4101AC 1-2.3-92 Qfever; specific control measures

Authority: IC 16-41-2-1
Affected: 1C 16-41-2-1

Sec. 92. The specific control measure for Q fever
(infectious agent: Coxiellaburnetii) are as follows:
(1) An investigation shall be conducted by the local
health officer for case ascertainment and identification
of an infection source.
(2) Standard precautionsfor hospitalized patientsshall
be taken.
(3) Quarantine is not required.
(4) Investigation for the infection source shall be
directed at exposureto sheep, cattle, goats, laboratories
that handle the agents, and consumption of unpasteur-
ized milk.
(Indiana State Department of Health; 410 1AC 1-2.3-92;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 360)

410 1AC 1-2.3-93 Rabies, human and animal; spe-

cific control measures
Authority: IC 16-41-2-1
Affected: 1C 15-2.1-6-11; |C 16-41-2; |C 16-41-9

Sec. 93. The specific control measures for rabies (see
animal bites also) are asfollows:
(1) An investigation shall be accomplished by the
department veterinary epidemiologist in collaboration
with the local health officer. The investigation shall
identify the route of exposure, the animal responsible
for exposure, and other individual swho may have been
exposed to that animal or to the salivary secretions of
the patient. Individuals who have been exposed to
salivary secretions of the patient shall be evaluated for
postexposure prophylaxis (postexposure prophylaxis
guidanceis provided in section 52 of thisrule).
(2) Standard precautions shall be followed for hospi-
talized patients. Health care workers shall prevent
mucous membrane and open wound contact with
patient’s saliva.
(3) Concurrent disinfection is required. Saliva and
articles contaminated with saliva shall be disinfected.
(4) Contacts who have experienced salivaexposure to
open wounds or mucous membranes should receive
postexposure prophylaxis.
(Indiana State Department of Health; 410 1AC 1-2.3-93;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 360)

4101AC 1-2.3-94 Rocky mountain spotted fever;

specific control measures
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 94. The specific control measures for Rocky

410 1AC 1-2.3-95

mountain spotted fever (infectious agent: Rickettsia
rickettsii) are asfollows:
(1) Thelocal hedlth officer shall investigate to deter-
mine location of exposure to infected ticks. Recent
travel, aswell as exposureto tick infected areas, shall
beidentified.
(2) Standard precautions are required for hospitalized
patients.
(3) Carefully removeal ticksfromthe patient to avoid
contact with infectious agent.
(4) Quarantine not necessary.
(5) Immunizations for contacts are not available.
(Indiana State Department of Health; 410 1AC 1-2.3-94;
filed Sep 11, 2000, 1:36 p.m.;: 24 IR 361)

4101AC 1-2.3-95 Rubella (German measles); spe-

cific control measures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 95. The specific control measures for rubella
(German measles) are as follows:
(1) An investigation and case management shall be
performed immediately by atrained department immu-
nization field representative with the cooperation of
thelocal health officer. Theinvestigation shall include
caseascertai nment, previousimmunization history, and
identification of exposed pregnant female and other
susceptible contacts. For outbreak control in public or
private schoolsor child carefacilities, on the same day
that areport of asuspected case of rubellaisreceived,
school personnel shall do the following:
(A) Conduct an inquiry into absenteeism to deter-
mine the existence of any other cases of theillness.
(B) Immediately report the suspect case or cases to
the local health department or the department.
(C) Send a notice home with each student or atten-
dee who has not presented proof of immunity,
explaining that the student shall be excluded from a
given day, until acceptable proof of immunity is
received by the school, or in the case of medical or
religious exemptions, until twenty-three (23) days
after the onset of the last reported rubella case.
Acceptable proof shall consist of the following:
(i) A writtenrecord fromthe student’ s physician or
parent or guardian that indicates the dates of
vaccination (on or after the first birthday) and the
type of vaccine administered.
(i) A laboratory report showing a protective
rubella antibody titer.
(D) Make available to officials of the local health
department or the department, or both, involved in
investigating and controlling the outbreak, immuni-
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zation records of all studentsin the school, or atten-

deesin child care.
(2) Droplet precautions shall befollowed for seven (7)
days after onset of arash. Contact precautions shall be
followed for suspected or known congenital rubella
until one (1) year of age unless urine and nasopharyn-
geal cultures are negative for the virus after three (3)
months. In hospitals and ingtitutions, patients sus-
pected of having rubella shall be managed in a private
room. Infected persons shall be excluded from:

(A) schools and day care centers;

(B) places of work;

(C) public gatherings; and

(D) contact with susceptibles outside the household;
for seven (7) days after onset of arash.
(3) Immunization, while not contraindicated (except
during pregnancy), will not necessarily prevent infec-
tion or illness. Passive immunization with immune
globulin may be given to a susceptible pregnant
woman exposed to the disease, but should only be
administered after thorough consultation with her
attending physician, and any such measure should be
provided by her attending physician. Pregnant female
contacts, especialy thosein the first trimester, should
bereferredimmediately totheir attending physicianfor
serological testing to determine susceptibility or early
infection (IgM) antibody and for thorough medical
consultation.

(Indiana Sate Department of Health; 410 1AC 1-2.3-95;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 361)

4101AC 1-2.3-96 Salmonellosis, other than typhoid
fever; specific control mea-

sures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 96. The gspecific control measures for
salmonellosis, other thantyphoidfever, (infectiousagent:
Salmonella species) are as follows:

(1) Aninvestigation by thelocal health officer shall be

accomplished immediately to determineif the affected

individual is a food handler, day care attendant or
attendee, or health care worker. Further investigation
shall be performed to determine a three (3) day food
consumption history with emphasis on exposure to
inadequately cooked poultry and poultry products,
uncooked or lightly cooked eggs or egg products, raw
milk, and dairy products. Interview meal companions
to identify additional cases and if a commercia food
product or restaurant is suspected, conduct active
surveillance for additional cases. Medical evaluation,
including adequate |aboratory examination of feces of

contacts should be limited to food handlers, child care
attendants, health care workers, or other situations
where outbreaks may occur.
(2) Contact precautions shall befollowed for diapered
or incontinent patientslessthan six (6) yearsof agefor
the duration of the illness, and standard precautions
shall be followed for other hospitalized patients. For
other individuas, the following guidelines shall be
followed:
(A) Symptomatic persons shall be excluded from
employment involving food handling, direct care of
children, or hospitalized or institutionalized patients.
(B) Asymptomatic day care workers and health care
workersmay returntowork, providing they have met
the requirement of clauses (C) and (D) prior to that
person’s return to work. Once clauses (C) and (D)
are met, asymptomatic food handlers may return to
work, but will be restricted from working with:
(i) exposed food;
(ii) clean equipment, utensils, and linens; and
(iii) unwrapped single-service and single-use
articles;
until they are determined to be free of sdimonellaas
described in clause (E).
(C) The local hedth officer discusses with the
asymptomatic worker his or her symptoms and
determines that he or she is indeed asymptomatic,
and that the worker is further counseled about
measures, such as hand washing, that shall be fol-
lowed to prevent transmission of disease.
(D) Thelocal health officer contactsthe employer to
reemphasize the need to:
(i) comply with local and state rules requiring proper
hand washing facilities for all employees; and
(ii) correct any observed lapses in hygiene mea-
sures of any employees.
(E) The worker has had two (2) successive negative
fecal samplesor rectal swabs (collected greater than
twenty-four (24) hours apart) and no sooner than
forty-eight (48) hours after cessation of any antibi-
otic therapy.
(F) Symptomatic individuals shall be excluded from
schoolsand day care centers. Once determined to be
asymptomatic, excludedindividual smay bereadmit-
ted to schools and day care centers.
(G) If an outbreak of the infection occurs in a day
care center, all attendees may be required to submit
stool specimens for examination. In addition, the
local health officer may order asymptomatic atten-
dees and staff who are infected with Salmonella
organisms to be isolated from other attendees and
staff in the same center, and admission of all new
attendees suspended while the outbreak continues.
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(3) Concurrent disinfection is required for feces and
fecal contaminated articles. Feces may be disposed
directly into a sanitary sewage system. Terminal
cleaning is required.
(Indiana State Department of Health; 410 1AC 1-2.3-96;
filed Sep 11, 2000, 1:36 p.m.;: 24 IR 361)

410 1AC 1-2.3-97 Shigellosis; specific control mea-

sures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 97. The specific control measures for shigellosis
(infectious agent: Shigella species) are asfollows:
(1) Aninvestigation shall be performed immediately
by the local hedlth officer to determine whether the
case is a food handler, day care worker, hedlth care
worker, day care attendee, or attendee at other institu-
tions. Further investigation shall be performed to
determineaseven (7) day food consumption and water
source history. The investigation shall identify house-
hold members and contacts who are food handlers,
health care or day care workers, or those who care for
elderly people in ingtitutional settings. Any such
contactsshall have stool scultured, whether asymptom-
atic or not, to identify other infected individuals.
(2) Contact precautions are required for diapered or
incontinent patients less than six (6) years of age for
theduration of theillness, and standard precautionsfor
other hospitalized patients. For others, the following
steps shall be taken:
(A) Patients with known Shigellainfections shall be
excluded fromemployment involving food handling,
direct careof children, or hospitalized or institution-
alized patients until two (2) successive fecal speci-
mens collected more than twenty-four (24) hours
apart, and not less that forty-eight (48) hours after
completion of antimicrobial therapy, have been
determined to be culture negative for Shigella
organisms. Infected children shall be excluded from
day care centers until asymptomatic and have com-
pleted five (5) daysof specific antimicrobial therapy
or if antibiotics are not administered until two (2)
successive fecal specimens collected not less than
twenty-four (24) hours apart have been determined
to be negative for Shigella organisms.
(B) Symptomatic school children shall be excluded
from schools, but may be allowed to return after:
(i) symptoms cease;
(i) appropriate antimicrobia therapy has been
initiated for at least forty-eight (48) hours; and
(iii) education regarding good hygiene has been
provided to the case.

4101AC 1-2.3-98

If an outbreak occursin a school, the administrator
may exclude symptomatic students and staff until
two (2) successivefecal specimenscollected not less
than twenty-four (24) hours apart, and at |east forty-
eight (48) hours after cessation of specific therapy
have been determined to be negative for Shigella
organisms. If an outbreak occurs in a day care
center, al attendees and staff may be required to
submit stool specimens for examination. Symptom-
atic children shall be excluded until asymptomatic,
and completion of five (5) days of specific
antimicrobial therapy. The day care administrator
may consider isolation of infected but asymptomatic
attendees from other attendees instead of exclusion
until stool negative or five (5) days of specific
antimicrobial therapy. This alternative can only be
considered if the physical structure and staff organi-
zation of the center can accommodate isolation of
various attendee groups from one another.

(3) Concurrent disinfection is required for feces and

fecal contaminated articles. Feces may be disposed of

directly in sanitary sewage system.

(4) Thereis no immunization available.

(Indiana State Department of Health; 410 1AC 1-2.3-97;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 362)

4101AC 1-2.3-98 Saphylococcus aur eus, vancomycin
resstant level > 8 pg/mL; spe-
cific control measures
Authority: |C 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 98. The specific control measures for Staphylo-
coccusaureus, vancomycinresistant level > 8 ug/mL, are
asfollows:

(1) Aninvestigation by thedepartment in collaboration

with the local health officer shall be accomplished

within seventy-two (72) hours to verify resistant or
intermediate resistant culture isolate to vancomycin.

The investigation includes laboratory verification of

resistance. Abrupt increases in the prevalence of the

disease in the community shall be investigated for a

common source,

(2) For hospitalized patients, contact precautions are

required.

(3) Concurrent disinfection is required for al dis-

charges from the skin, wound, or burn and articles

contaminated with discharges. Fecal material may be
disposed of in a sanitary sewer.
(Indiana State Department of Health; 410 1AC 1-2.3-98;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 363)
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4101AC 1-2.3-99 Invasive Streptococcus pneumoniag;

specific control measures
Authority: IC 16-41-2-1
Affected: |C 16-41-2; |C 16-41-9

Sec. 99. The specific control measures for invasive
Streptococcus pneumoniae are as follows:

(1) An investigation of contacts and the source of

infection shall be asfollows:

(A) Aninvestigation by adepartment-trained immu-
nizationfield representativein collaborationwiththe
local health officer for cases less than or equal to
five (5) years of age within seventy-two (72) hours.
The investigation shall include complete
pneumococcal vaccineimmunization history, history
of antibiotic use, history of chronic underlying
disease, asplenia or immunosuppression, and drug
resistance pattern of isolate.

(B) Aninvestigation by alocal health officer for al
other cases shall be performed within seventy-two
(72) hours. Theinvestigation shall include complete
pneumococcal vaccineimmunization history, history
of chronic underlying disease, asplenia or
immunosupresssion, and drug resistance pattern of
isolate.

(2) For hospitalized patients, standard precautions are

required.

(3) Disinfect purulent dischargesand articles soiled by

them.

(4) Protection/immunization of contactsis not required.
(Indiana Sate Department of Health; 410 1AC 1-2.3-99;
filed Sep 11, 2000, 1:36 p.m.: 24 IR 363)
4101AC 1-2.3-100  Streptococcal disease, inva-

sive, Group A and strep-
tococcal toxic shock syn-
drome; specific control

measur es
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 100. The specific control measures for invasive
streptococcdl infections and toxic shock syndrome (infec-
tious agent: Streptococcus pyogenes) are asfollows:

(1) Aninvestigation within seventy-two (72) hours by

thelocal health officer to ascertain that the case meets

the case definition for invasive Group A streptococcal
or streptococcal toxic shock syndrome. [dentify if the
case had a recent case of varicella or underlying
chronic disease. Be alert for outbreaks defined as two

(2) or more cases occurring close together in place and

time.

(2) For hospitalized young children with pharyngitis,
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pneumonia, or scarlet fever, droplet precautions shal be
followed until a least twenty-four (24) hours of
antimicrobid therapy havebeen administered. For patients
with skin, wound, or burn infections, contact precautions
shall be followed for at least twenty-four (24) hours after
antimicrobid therapy has been administered.
(3) Dischargesand articles soiled with discharges shall
be disinfected.
(4) Immunization is not available.
(Indiana State Department of Health; 410 IAC 1-2.3-
100; filed Sep 11, 2000, 1:36 p.m.: 24 IR 363)
4101AC 1-2.3-101  Invasive Group B streptococ-
cal infections (infectious
agent: Streptococcus
agalactiae); specific con-
trol measures
Authority: IC 16-41-2-1
Affected: |C 16-41-2; IC 16-41-9

Sec. 101. The specific control measures for invasive
Group B streptococcus are as follows:
(1) Aninvestigation within seventy-two (72) hours by
thelocal health officer to ascertain that the case meets
the case definition (infection of a normal sterile site,
that is, blood or CSF) and to identify outbreaks,
defined as two (2) or more cases occurring close
together in place and time.
(2) For hospitalized patients, standard precautions are
required.
(3) Disinfection of discharges and articles contami-
nated by discharges shall be done.
(Indiana State Department of Health; 410 IAC 1-2.3-
101; filed Sep 11, 2000, 1:36 p.m.: 24 IR 364)

4101AC1-2.3-102 Syphilis; specific contr ol mea-

sures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 102. The specific control measures for syphilis

(infectious agent: Treponema pallidum) are as follows:
(1) Aninvestigation shall by accomplished by trained
public health disease control specialistsin cooperation
withthelocal health officer. Theinvestigation shall be
focused onidentifying sexual partnerswhowereat risk
for transmitting to or contacting the infection fromthe
case. Cases and contacts shall be fully evaluated
(including pregnancy status of females) and treated as
recommended in the MMWR 1998 Guidelines for
Treatment of Sexually Transmitted Diseases, January
23, 1998, Volume 47/RR1.
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(2) For hospitalized patients standard precautions are
required. For others, theinfected persons shall refrain
from sexua activities involving exchange of body
fluids until their lesions clear and they have been on
appropriate antibiotic therapy for at least twenty-four
(24) hours. Treated persons shall also avoid sexual
activities involving exchange of body fluids with
untreated partners to avoid reinfection.
(3) Disinfection is not required in adequately treated
cases, but care shall be taken to avoid contact with
discharges from open lesions and articles soiled by
discharges.
(4) Quarantine is not required.
(5) Immunization is not available.
(Indiana State Department of Health; 410 1AC 1-2.3-
102; filed Sep 11, 2000, 1:36 p.m.: 24 IR 364)
4101AC1-2.3-103 Tetanus; specific control mea-

sures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 103. The specific control measures for tetanus
(infectious agent: Clostridium tetani) are as follows:
(1) An investigation shall be accomplished within
seventy-two (72) hoursby adepartment-trained immu-
nization field representative with the cooperation of
the local health officer.
(2) Theinvestigation shall include:
(A) acompletetetanustoxoid immunization history;
(B) circumstance of injury; or
(C) possible source of infection.
(Indiana State Department of Health; 410 IAC 1-2.3-
103; filed Sep 11, 2000, 1:36 p.m.: 24 IR 364)
4101AC 1-2.3-104  Toxic shock syndrome; spe-

cific control measures
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 104. Thespecific control measuresfor toxic shock
syndrome (Staphylococcal) are as follows:
(1) Aninvestigation by thelocal health officer shall be
accomplished within seventy-two (72) hours for case
ascertainment, clinical findings, culture results, and
suspected source of infection.
(2) Standard precautions shall be followed.
(3) Sanitary disposal of blood and articles soiled with
body discharges.
(Indiana State Department of Health; 410 IAC 1-2.3-
104; filed Sep 11, 2000, 1:36 p.m.: 24 IR 364)

410 IAC 1-2.3-106

4101AC 1-2.3-105  Trichinosis; specific control

measur es
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 105. The specific control measuresfor trichinosis
(infectious agent: Trichinella spiralis) are as follows:
(1) Aninvestigation by thelocal health officer shall be
accomplished within seventy-two (72) hours. Collect
food consumption history, concentrating on meats, for
eight (8) to forty-five (45) days prior to the onset of
symptoms. Travel history may provideleadsto unusual
foods or source of foods with increased risk. Identify
and interview family members and othersthat the case
normally sharesmeal swithtoidentify additional cases.
(2) Standard precautions are required.
(Indiana State Department of Health; 410 IAC 1-2.3-
105; filed Sep 11, 2000, 1:36 p.m.: 24 IR 364)
4101AC 1-2.3-106  Tuberculosis; specific control

measur es
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 106. The specific control measuresfor tuberculo-
sis(infectiousagent: Mycobacteriumtubercul osis) areas
follows:

(1) An investigation and case management are the

responsibility of thelocal health officer and shall begin

immediately. The local health officer shall request
laboratory, radiological, and other studies as required
for case ascertainment and to determine if the suspect
case should be isolated as described in subdivision

(5)(B). For confirmed and suspected casesof tuberculosis,

a contact investigation shdl be performed, identifying

both household and close contacts. As used in this subdi-

vison, “close contact” means an individual who has
shared breathing air space with a tuberculosis case for
prolonged periods of time in circumstance or frequency
that woulddlow airbornetransmission. Examplesof close
contactsarehousehold members, co-workers, andfriends.

If severa of the close contacts are PPD positive, then

contact investigation shal be expandedtoinclude persons

who havebeen progressvely inlesscontact with sourceor
suspect.

(2) Pulmonary tubercul osiscasesand suspectswho are

sputum-smear negative, are clinically improving, and

are known to be on adequate tubercul osis chemother-
apy are defined as noninfectious. All other pulmonary
tuberculosis cases and suspects must be isolated until
nolonger infectious. Inthe hospital, tubercul osis cases
and suspects must be isolated in accordance with the
Guidelines for Preventing the Transmission of Myco
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bacterium tuberculosis in Hedlth Care Settings, as
published by Centersfor Disease Control and Preven-
tion in Morbidity and Mortality Weekly Report,
October 28, 1994, Volume 43, No. RR-13. Prior to
discharge of cases or suspects, the hospital shall notify
the local health department in the jurisdiction where
the tuberculosis suspect or case resides. Prior to
discharge of thetuberculosis case or suspect, thelocal
health department shall make plans, in writing, for
continuation of medical follow-up, assuring adherence
to therapy and isolation. Plans shall be developed in
cooperation with thetreating physician and the patient,
and must be in accordance with thisrule. For patients
with confirmed or suspected pulmonary tuberculosis
who do not need to be hospitalized, in-homeisolation
is an acceptable alternative. Contact with persons
outside the home shall be prohibited unless the in-
fected person wears a surgical mask, properly tied.
Children should not be in the home while the case is
considered infectious.
(3) Concurrent disinfection is required and shall
include hand washing and good housekeeping prac-
tices combined with dilution of particlesin the air by
ventilation.
(4) Becausethepotential for unrecognized exposureas
well as known exposure of medical personnel to
tuberculosis, hospital and laboratories shall develop
and follow tuberculosis prevention and control pro-
gramsfor their facilitiesas described in the Guidelines
for Preventing the Transmission of Mycobacterium
Tuberculosisin Health Care Settings as published by
Centersfor Disease Control and PreventioninMorbid-
ity and Mortality Weekly Report, October 28, 1994,
Volume 43, No. RR-13.
(5) For every case of pulmonary tuberculosisthelocal
health officer must initiate a complete contact investi-
gation within three (3) working days of the report of
the case. The first step in performing the contact
investigation for pulmonary cases is to estimate the
degree of infectiousness and determine the infectious
period. Infectiousnessisgenerally predicted by disease
in a pulmonary or respiratory (for example,
endobronchial or laryngeal site), alung cavity seen on
achest X-ray, acid fast bacilli (AFB) seen in a smear
of concentrated sputum, and protracted cough. Under
most circumstances, tubercul osiswithout apulmonary
or respiratory site is not infectious. The infectious
period isdefined as the period beginning with onset of
symptoms (especially cough) until any of thefollowing
endpointsis attained:

(A) Contact is broken with the infectious case.

(B) Effective isolation measures are instituted for

that case.
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(C) The caseisdetermined to be noninfectiousby all
of the following criteria:
(i) The index tuberculosis patient has three (3)
negative smears for AFB taken twenty-four (24)
hours apart.
(if) Isknown to betaking effective antitubercul osis
chemotherapy.
(iii) Is clinically improving.
The case shall beinterviewed in detail to identify all
contacts who shared air space during the infectious
period. Thelist of contacts shall then be prioritized
according to length and duration of contact with the
case, with household contacts, and other close social
or workplace contacts given highest priority. High
priority shall also beassigned to exposed infantsand
any exposed persons who have medical conditions,
for example, HIV infection, makingthemvulnerable
to tuberculosis.
(6) All household and close contacts not known to
haveaprevioudly positivetuberculin skintest or active
tuberculosis, shall be tested with five (5) TU purified
protein derivative (PPD) intradermally by the M antoux
method administered by an individual trained in the
administration and reading of tuberculinskintests. The
skintest should beread seventy-two (72) hourslater by
atrained individual, and the amount of induration in
millimeters shall be recorded. If any of the following
conditions are met, then the contact investigation shall
be progressively expanded to include contacts with
lesser degrees of exposure:
(A) The prevalence of positive tuberculin skin tests
(induration > 5 mm) ishigher in contacts tested than
the prevalence in similar populations residing in the
jurisdiction.
(B) A new positive tuberculin skintestisfoundin a
young child.
(C) A documented skin test conversion is found
among contacts.
(D) A secondary case of activetuberculosisisfound
among contacts.
When none of the criteriain this subdivision are met,
further expansion of the contact investigation is not
necessary.
(7) Contacts with positive tuberculin skin test results,
those with symptoms, those with immunosuppressive
conditions or those younger than six (6) months of age
should have a chest X-ray performed to determine if
they have tuberculosis disease. Those with symptoms
or with an infiltrate on chest X-ray should submit a
sputum samplefor AFB smear, culture, and sensitivity.
(8) Contacts with suspected or confirmed active
tubercul osisshall be eval uated and managed according
to this section.
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(9) Contacts identified through contact investigation
who have a positive PPD (induration > 5 mm) and a
normal chest X-ray, should be offered preventive
therapy, usualy with isoniazid, regardless of age,
unless otherwise medically contraindicated. Contacts
should also be considered for treatment of latent
infection with tuberculosis in any of the following
situations:
(A) Evaluation of other contacts with a similar
degree of exposure demonstrates a high prevalence
of infection.
(B) The contact is a child or an adolescent, or the
contact isimmunosuppressed.
(210) Infants who are exposed to a person with infec-
tious active tuberculosis should be evaluated with a
tuberculin skin test and a chest radiograph. If the skin
test result is negative and the chest radiograph is
normal, the infant should be skin tested again at three
(3) to four (4) months of age and at six (6) months of
age. Theinfant should receive preventivetherapy even
if skintest negative. Preventivetherapy may bediscon-
tinued if the infant is skin test negative at six (6)
months of age, provided at least ten (10) weeks have
passed since the infant was last exposed to infectious
tuberculosis.
(11) Theloca health officer shall assure that contacts
are appropriately evaluated for tuberculosis infection
and that a complete course of preventive therapy is
recommended for contactswith evidence of tuberculo-
sis infection, regardiess of age, unless medically
contraindicated. Thelocal health officer isresponsible
for recording the results of contact investigation and
follow-up according to this rule and reporting the
results to the department.
(12) The local health department of the jurisdiction
shall actively follow every tuberculosis case and
suspect where the case or suspect resides until they
have completed an adequate course of tuberculosis
chemotherapy asdescribedin Treatment of Tuberculo-
sisand TuberculosisIn Adultsand Children, published
in the American Journal of Respiratory and Critical
Care Medicine, Volume 149, pages 1359 through
1374, 1994, or until the patient is determined not to
have tuberculosis. The duties of the local health
department shall include the following:
(A) Requesting laboratory studies, such as AFB
smear and cultures as needed for case ascertainment
and for determining whether isolation is necessary.
(B) Requesting drug susceptibility testing of all
initial tuberculosis isolates as needed.
(C) Assuring appropriate anti-tuberculosis medica-
tions are initiated at the appropriate dose in accor-
dance with this subsection.
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(D) Assuringthat the pulmonary tubercul osi spatient
is isolated until confirmed to be noninfectious
according to the following criteria:
(i) Three (3) consecutive sputum smears are negea-
tivefor AFB taken at aminimum twenty-four (24)
hours apart.
(i1) Clinical improvement is documented.
(iii) The patient is known to be on adequate anti-
tuberculosis medication.
(E) Assessing that medication istaken as prescribed.
Directly observed therapy is the standard of carefor
achieving adherence.
(F) Documenting conversion of sputum and culture
to negative for AFB.
(G) Contact investigation.
(Indiana State Department of Health; 410 IAC 1-2.3-
106; filed Sep 11, 2000, 1:36 p.m.: 24 IR 364)
4101AC 1-2.3-107  Tularemia; specific control

measur es
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 107. The specific control measures for tularemia
(infectious agent: Francisellatularensis) are as follows:
(1) An investigation shall be conducted by the local
health officer for case ascertainment and identification
of infection source.
(2) Standard precautions for hospitalized patients are
required.
(3) Quarantine is not required.
(4) Protection of contactsis not required.
(Indiana Sate Department of Health; 410 IAC 1-2.3-
107; filed Sep 11, 2000, 1:36 p.m.: 24 IR 366)
4101AC 1-2.3-108  Typhoid fever; specific con-
trol measures
Authority: |1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 108. The specific control measures for typhoid
fever (infectious agent: Salmonellatyphi) areasfollows:

(1) Aninvestigation by thelocal health officer shall be
conducted immediately to determine if the affected
individual isafood handler, day careworker, or health
care worker. Further investigation shall be performed
to determine food consumption history for three (3)
weeks prior to the onset of symptoms. Every case
should beinvestigated for an actual or probable source.
The investigation shall focus on identifying:

(A) unreported cases or carriers;

(B) contaminated food, water, milk, shellfish, or

other food sources; and
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(C) recent travel history.
All members of travel groups in which a case has
occurred shall be interviewed for probable source of
infection and additional cases. When outbreaks are
associated with restaurants or other food service
operations, all food handlers shall be screened for
Salmonella typhi. Household members and close
contacts of the case shall be excluded from food
handling, child care, and health care employment until
they have two (2) negative stool and urine cultures
taken twenty-four (24) hours apart.
(2) Contact precautions for diapered or incontinent
patients less than six (6) years of age for the duration
of the illness, and standard precautions for other
hospitalized patients. For others, the following guide-
lines shall apply:
(A) Infected persons, whether clinicaly ill or not,
shall be excluded from employment involving food
handling, or direct careof children or hospitalized or
institutionalized patients. Infected children shall be
excluded from day care centers and schools until
three (3) consecutive fecal and urine specimens
taken at intervals of not less than twenty-four (24)
hours, and not earlier than one (1) month after onset,
and not earlier than forty-eight (48) hours after the
last administration of antibiotics are negative for
Salmonella typhi. If any one (1) of this series is
positive, an infected person whose employment
involvesfood handling shall continueto be excluded
until three (3) consecutivefecal and urine specimens
are negative for Salmonella typhi taken at intervals
of not less than twenty-four (24) hours, and not
earlier than forty-eight (48) hours after last adminis-
tration of antibiotics.
(B) Persons whose employment does not involve
food handling, but whose employment required their
exclusion fromwork under this section, and who are
still infected after the initial follow-up testing, may
be returned to work provided that all of the follow-
ing have been met:
(i) They have been fully compliant with all instruc-
tions and screening requirements under this sec-
tion.
(i) The local health officer or his or her designee
discusses with the asymptomatic worker hisor her
symptoms and determines that he or sheisindeed
asymptomatic, and that the worker is further
counseled about measures, such as hand washing,
that shall be followed to prevent transmission of
disease.
(iii) Thelocal health officer or his or her designee
contacts the employer to reemphasize the need to
comply with local and state rules requiring proper
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hand washing facilities for all employees, and to
correct any observed lapses in hygienic measures
of any employees.
(iv) Household and other intimate contacts of the
patient shall be excluded from employment involv-
ing food handling, or direct care of children or
hospitalized or institutionalized patients until two
(2) fecal and urine cultures, taken at least twenty-
four (24) hours apart, are determined to be nega-
tive for Salmonella typhi.
(3) Concurrent disinfectionisrequired. Fecal material,
urine, and articles soiled with either require disinfec-
tion. Fecal matter and urine may be disposed of di-
rectly in asanitary sewer system. Terminal cleaning is
required.
(4) Immunization is available for those who may be
exposed to carriers. Immunization is of little value to
family, household, or other contacts exposed to active
cases.
(Indiana State Department of Health; 410 IAC 1-2.3-
108; filed Sep 11, 2000, 1:36 p.m.: 24 IR 366)

4101AC 1-2.3-109
Authority: IC 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Typhus, endemic (flea borne)

Sec. 109. The specific control measures for endemic
typhus are as follows:
(1) Anenvironmental investigation for the presence of
rodents or squirrels, or both, around the premises or
the home of the patient shall be done. Provide guid-
ance on the use of insecticides to kill rodent fleas as
well as rodent exclusion from the premises or home.
(2) Standard precautions are required for hospitalized
individuals.
(Indiana Sate Department of Health; 410 IAC 1-2.3-
109; filed Sep 11, 2000, 1:36 p.m.: 24 IR 367)
4101AC 1-2.3-110  Varicella (chicken pox) re-
sulting in hospitalization
or death; specific control

measur es
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 110. The specific control measures for chicken
pox are as follows:

(1) An investigation of primary varicella disease
resulting in hospitalization or death shall be performed
by adepartment-trained immunization field representa
tive to ascertain immunization history, history of
underlying chronic or immunosupressive disease, and
resultant complications.
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(2) For hospitalized patients, institute airborne and
contact precautions.
(3) Concurrent disinfection of articles soiled by nose
or throat discharges.
(4) Susceptible children with known recent exposure
to chicken pox who must remain in a hospital setting
for medical reasons may be quarantined for a period
from ten (10) to twenty-one (21) days after exposure
(up to twenty-eight (28) days if VaricellaZoster
Immune Globulin (VZIG) had been given). Infected
persons shall be excluded from schools and day care
centers, publicgatherings, and contact with susceptible
persons outside the household until vesicles become
dry.
(5) VZIG may be given within ninety-six (96) hours of
exposure to prevent or modify diseasein certain close
contacts of cases. VZIG is available from regional
offices of the American Red Cross, or through a
central ordering number (800) 272-7972 for certain
high-risk individuals significantly exposed to chicken
pox. VZIG should be utilized in newborns of mothers
who develop chicken pox within five (5) days before
or within forty-eight (48) hours after delivery. Other
susceptible high-risk individuals who should be
considered for VZIG include the following:
(A) Immunocompromised susceptible children and
adults.
(B) Hospitalized premature infants (twenty-eight
(28) weeks gestation or more) whose motherslack a
prior history of chicken pox.
(C) Premature infants of lessthan twenty-eight (28)
weeks gestation, or weighing one thousand (1,000)
grams or less (regardless of maternal history).
(D) Susceptible pregnant women.
(Indiana State Department of Health; 410 IAC 1-2.3-
110; filed Sep 11, 2000, 1:36 p.m.: 24 IR 367)
4101AC 1-2.3-111  Yellow fever; specific control

measur es
Authority: 1C 16-41-2-1
Affected: 1C 16-41-2; IC 16-41-9

Sec. 111. The specific control measures for yellow
fever are asfollows:

() An investigation shal be performed by a
department-trained immunization field representative
in cooperation with the local heath officer. The
investigation shall include laboratory confirmation,
immunization status, and history of foreign travel in
three (3) to six (6) days prior to onset. Identify travel-
ing companions who may also have been exposed.
(2) Standard precautions are required for hospitalized
individuals.

4101AC 1-2.3-113

(Indiana Sate Department of Health; 410 IAC 1-2.3-

111; filed Sep 11, 2000, 1:36 p.m.: 24 IR 368)

4101AC 1-2.3-112  Yersiniosis; specific control
measur es

Authority: |C 16-41-2-1

Affected: |C 16-41-2; |C 16-41-9

Sec. 112. The specific control measurefor Y ersiniosis
(infectious agents: Y ersiniaenterocoliticaor Yersiniosis
pseudotuberculosis) are as follows;

(1) Aninvestigation by thelocal health officer shall be

conducted within seventy-two (72) hoursto determine

if the affected individual is a food handler, day care
attendant, or heath care worker. The investigation
shall include food consumption history, exposure to

contaminated water, and exposure to animalsthree (3)

to seven (7) days prior to onset. Interview meal com-

panions for additional cases and if acommercial food
product or restaurant is suspected, conduct active
surveillance for additional cases.

(2) Contact precautions are required for diapered or

incontinent children less than six (6) years of age.

Standard precautions are required for other hospital-

ized patients.

(3) Symptomatic persons shall be excluded from the

following:

(A) Employment involving food handling.
(B) Direct care of children.
(C) Hospitalized or institutionalized patients.

(4) Asymptomatic excluded workers may return to

work provided there is no indication of poor personal

hygiene and the worker understands the importance of
good hand washing procedures.
(Indiana State Department of Health; 410 IAC 1-2.3-
112; filed Sep 11, 2000, 1:36 p.m.: 24 IR 368)

4101AC 1-2.3-113
Authority: IC 16-41-2-1
Affected: IC 16-41-2

I ncorporation by reference

Sec. 113. () The following documents are hereby
incorporated by reference:

(1) Centersfor Disease Control and Prevention publica-
tion: Case Definitions for Infectious Conditions Under
Public Health Surveillance, MMWR, Recommendations
and Reports, Volume 46, No. RR-10, May 2, 1997.

(2) Centersfor Disease Control and Prevention publi-
cation: 1993 Revised Classification System for HIV
Infection and Expanded Surveillance Case Definition
for AIDS Among Adolescents and Adults, MMWR,
Recommendations and Reports, Volume 41, No.
RR--17, December 18, 1992
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(3) Guideline for Isolation Precautions in Hospitals,
Infection Control and Hospital Epidemiology, Volume
17, No. 1, January 1996. Copies may be obtained from
Infection Control and Epidemiology, 6500 Grove
Road, Thorofare, NJ 08086.

(4) Centersfor Disease Control and Prevention: 1994

Revised Classification System for Human | mmunode-

ficiency Virus Infection in Children Less Than 13

Years of Age MMWR, Volume 43, No. RR-12,

September 30, 1994,

(5) Control of Communicable Diseases Manual, 17"

Edition, 2000, a publication of the American Public

Health Association, Washington, D.C. Copies may be

obtained from American Public Health Association,

800 | Street NW, Washington, D.C. 20001-3170.

(6) Centersfor Disease Control and Prevention publi-

cation: Screening Y oung Children for Lead Poisoning:

Guidancefor State and Local Public Health Officials,

November 1997.

(7) Centersfor Disease Control and Prevention: CDC

Guidelines for Nationa Human Immunodeficiency

Virus Case Surveillance, Including Monitoring for

Human Immunodeficiency Virus Infection and Ac-

quired Immunodeficiency Syndrome, VVolume 48, No.

RR-13, December 10, 1999.

(8) Centersfor Disease Control and Prevention: MMWR

1998 Guiddines for Treatment of Sexudly Transmitted

Diseases, January 23, 1998, Volume 47/RR1.

(9) Guidelines for Preventing the Transmission of

Mycobacterium tuberculosis in Health Care Settings,

as published by Centers for Disease Control and

Preventionin Morbidity and Mortality Weekly Report,

October 28, 1994, Volume 43, No. RR-13.

(10) Treatment of Tuberculosis and Tuberculosis In

Adults and Children, published in the American

Journal of Respiratory and Critical Care Medicine,

Volume 149, pages 1359 through 1374 (1994). Copies

may be obtained from the American Thoracic Society,

1740 Broadway, New Y ork, New Y ork 10019-4374.

(b) All incorporated material is available for public
review at the department.

(c) Copiesof MMWR publicationsmay beobtained from
Centersfor Disease Control and Prevention, MMWR Series,
Mail Stop C-08, 1600 Clifton Road, N.E., Atlanta, Georgia
30333. (Indiana Sate Department of Health; 4101AC1-2.3-
113; filed Sep 11, 2000, 1:36 p.m.; 24 IR 368)

Rule 3. Infectious Waste

4101AC1-3-1  “Bedding” defined

4101AC1-3-2  “Carcasses, body parts, blood and body
fluids, and bedding of laboratory animals’
defined

410IAC1-3-3  “Container” defined
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4101AC1-3-4  “Contaminated sharp” defined

4101AC1-3-5  “Communicable disease” defined

4101AC 1-3-5.5 “Department” defined

4101AC1-3-6  “Emergency medical services provider”
defined

4101AC 1-3-7  “Facility” defined

4101AC1-3-8  “Hedlth care provider” defined

4101AC1-3-9  “Infectious waste activity” defined

410IAC1-3-10 “Infectious waste” defined

4101AC1-3-11 “Mortuary” defined

4101AC1-3-12 *“Pathological waste” defined

4101AC 1-3-13  “Person” defined

4101AC 1-3-14  “Secured ared” defined

4101AC1-3-15 *“Semiliquid blood and blood products’
defined

4101AC 1-3-16  “State board” defined (Repealed)

4101AC 1-3-17 “Storage” defined

4101AC 1-3-18 “Veterinarian” defined

4101AC 1-3-19 “Waste” defined

4101AC 1-3-20 “Waste handlers’ defined

4101AC1-3-21  Applicability of standards

4101AC1-3-22 Appropriate containment and labeling;
effective treatment, transport, or disposal

4101AC1-3-23  Written policies, procedures

410IAC 1-3-24  Containment

4101AC 1-3-25  Storage

4101AC 1-3-26  Treatment

4101AC1-3-27 Protection in transport

4101AC1-3-28 Transporting off-site

4101AC1-3-29 Penaltiesfor violation

4101AC 1-3-1 “Bedding’ defined
Authority: 1C 16-19-3-4; IC 16-41-16-8

Affected:

I1C 16-41-16

Sec. 1. “Bedding” means bedding that has been used
for laboratory animals. (Indiana State Department of
Health; 4101AC 1-3-1; filed Jan 17, 1989, 3:30 p.m.: 12
IR 1382; filed Sep 18, 1998, 11:38 a.m.: 22 IR 436;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-3-2 “Carcasses, body parts, blood and
body fluids, and bedding of labo-

ratory animals’ defined
Authority: IC 16-19-3-4; IC 16-41-16-8
Affected: IC 16-41-16

Sec. 2. “Carcasses, body parts, blood and body fluids,
and bedding of laboratory animals’ means carcasses,
body parts, blood and body fluidsin liquid or semiliquid
form, and bedding of animal sthat have been intentionally
or are suspected of having been exposed to pathogensin:

(1) research;

(2) production of biologicals;

(3) thein vivo testing of pharmaceuticals; or

(4) other procedures.

(Indiana Sate Department of Health; 410 IAC 1-3-2;
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filed Jan 17, 1989, 3:30 p.m.: 12 IR 1382; filed Sep 18,
1998, 11:38 a.m.: 22 IR 436; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 |AC 1-3-3 “Container” defined
Authority: 1C 16-19-3-4; IC 16-41-16-8
Affected: 1C 16-41-16

Sec. 3. “Container” means any portable device or
meaterial in which infectious wasteis:

(1) stored;

(2) transported;

(3) treated;

(4) disposed of; or

(5) otherwise handled.
(Indiana Sate Department of Health; 410 IAC 1-3-3;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1382; filed Sep 18,
1998, 11:38 a.m.: 22 IR 436; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-3-4 " Contaminated sharp” defined
Authority: |C 16-19-3-4; |C 16-41-16-8
Affected: |C 16-41-16

Sec. 4. “ Contaminated sharp” means an object that is
capableof cutting or penetrating the skin and hasbeenin
contact with blood or body fluids. Thetermincludes any
of the following:

(1) Hypodermic or suture needle.

(2) Syringe.

(3) Scalpel blade.

(4) Pipette.

(5) Lancet.

(6) Broken glass.

(Indiana Sate Department of Health; 410 IAC 1-3-4;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1382; filed Sep 18,
1998, 11:38 a.m.: 22 IR 437; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 IAC 1-3-5 “Communicable disease” defined
Authority: 1C 16-19-3-4; |C 16-41-16-8
Affected: 1C 16-41-2-1

Sec. 5. “ Communicable disease” means acommunica-
ble disease as defined by rule under IC 16-41-2-1.
(Indiana Sate Department of Health; 410 IAC 1-3-5;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1382; filed Sep 18,
1998, 11:38 a.m.: 22 IR 437; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-3-5.5 “Department” defined
Authority: |C 16-19-3-4; |C 16-41-16-8
Affected: |C 16-41-16

4101AC 1-3-8

Sec. 5.5. “ Department” meansthe Indianastate depart-
ment of health. (Indiana State Department of Health; 410
IAC 1-3-5.5; filed Sep 18, 1998, 11:38 a.m.: 22 IR 437;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-3-6 “Emergency medical services pro-

vider” defined
Authority: 1C 16-19-3-4; |C 16-41-16-8
Affected: 1C 16-31-3

Sec. 6. “Emergency medical servicesprovider” means
a person certified under IC 16-31-3. (Indiana Sate
Department of Health; 410 IAC 1-3-6; filed Jan 17,
1989, 3:30 p.m.: 12 IR 1382; filed Sep 18, 1998, 11:38
a.m.: 22 1R437; readopted filed Jul 11, 2001, 2:23 p.m.:
24 IR 4234)

410 1AC 1-3-7 “Facility” defined
Authority: 1C 16-19-3-4; IC 16-41-16-8
Affected: 1C 16-21-2; IC 16-28-1; IC 16-41-12; | C 16-41-16

Sec. 7. “Facility” means any of the following places
where infectious waste activity occurs:

(1) Hospital.

(2) Ambulatory surgical center as defined in IC 16-

21-2.

(3) Medical/diagnostic laboratory.

(4) Blood center as defined in IC 16-41-12.

(5) Pharmaceutical company.

(6) Academic research laboratory company.

(7) Industrial research laboratory.

(8) Hedlth facility as defined in IC 16-28-1.

(9) Office and mobile units of a health care provider.

(10) Diet or health care clinic.

(11) Office of aveterinarian.

(12) Veterinary hospital.

(13) Emergency medical services provider.

(14) Mortuary.
(Indiana State Department of Health; 410 IAC 1-3-7;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1383; filed Sep 18,
1998, 11:38 a.m.: 22 IR 437; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-3-8 “Health care provider” defined
Authority: IC 16-19-3-4; IC 16-41-16-8
Affected: IC 16-18-2-163; IC 16-41-16

Sec. 8. “Health care provider” means a person em-
ployed as, or by, or receiving training from, aprovider as
defined in IC 16-18-2-163, or by a laboratory, blood
center, state ingtitution, or any other facility where the
personislikely to havedirect contact with blood or body
fluids. (Indiana State Department of Health; 410 |AC 1-
3-8; filed Jan 17, 1989, 3:30 p.m.; 12 IR 1383; filed Sep
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18,1998, 11:38 a.m.: 22 IR 437; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-3-9 “Infectiouswaste activity” defined
Authority: |C 16-19-3-4; |C 16-41-16-8
Affected: |C 16-41-16

Sec. 9. “Infectious waste activity” means the:

(1) generation;

(2) collection;

(3) storage;

(4) transportation;

(5) treatment; or

(6) disposal of infectious waste;
as defined in this rule. (Indiana State Department of
Health; 4101AC 1-3-9; filed Jan 17, 1989, 3:30 p.m.: 12
IR 1383; filed Sep 18, 1998, 11:38 a.m.: 22 IR 438;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 1-3-10 “Infectious waste” defined
Authority: 1C 16-19-3-4; IC 16-41-16-8
Affected: 1C 16-41-16

Sec. 10. (a) “Infectious waste”, except as provided in
subsection (b), meanswaste that epidemiol ogic evidence
indicatesis capable of transmitting a dangerous commu-
nicable disease. The term includes, but is not limited to,
the following:

(1) Contaminated sharps or contaminated objects that

could potentially become contaminated sharps.

(2) Infectiousbiologicd cultures, infectiousassociated

biologicals, and infectious agent stock.

(3) Pathological waste.

(4) Blood and blood productsin liquid and semiliquid

form.

(5) Carcasses, body parts, blood and body fluidsin liquid

and semiliquid form, and bedding of |aboratory animals.

(6) Other waste that has been intermingled with

infectious waste.

(b) The term, asit gpplies to ahome health agency or to
sarvices delivered inthe home of ahospice patient, includes
only contaminated sharps. (Indiana Sate Department of
Health; 410 IAC 1-3-10; filed Jan 17, 1989, 3:30 p.m.: 12
IR 1383; filed Sp 18, 1998, 11:38 am.. 22 IR 438;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-3-11 “Mortuary” defined
Authority: IC 16-19-3-4; IC 16-41-16-8
Affected: IC 16-41-16; IC 25-15-2-15

Sec. 11. “Mortuary” means afuneral home as defined
in|C 25-15-2-15. (Indiana Sate Department of Health;
410 IAC 1-3-11; filed Jan 17, 1989, 3:30 p.m.: 12 IR
1383; filed Sep 18, 1998, 11:38 a.m.: 22 IR 438§;
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readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 1-3-12 “ Pathological waste” defined
Authority: IC 16-19-3-4; IC 16-41-16-8
Affected: IC 16-41-16

Sec. 12. “Pathological waste” means:

(1) tissues,

(2) organs;

(3) body parts; and

(4) blood or body fluidsin liquid or semiliquid form of

humans;
that are removed during surgery, biopsy, or autopsy.
(Indiana Sate Department of Health; 410 IAC 1-3-12;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1383; filed Sep 18,
1998, 11:38 a.m.: 22 IR 438; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 1-3-13 “ Person” defined
Authority: 1C 16-19-3-4; IC 16-41-16-8
Affected: 1C 16-41-16

Sec. 13. “Person” means any:

(1) individual;

(2) facility;

(3) partnership;

(4) copartnership;

(5) firm;

(6) company;

(7) association;

(8) joint-stock company;

(9) corporation;

(10) governmental entity; or

(11) agent.
(Indiana Sate Department of Health; 410 IAC 1-3-13;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1383; filed Sep 18,
1998, 11:38 a.m.: 22 IR 438; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 |AC 1-3-14 “ Secured area” defined
Authority: 1C 16-19-3-4; |C 16-41-16-8
Affected: 1C 16-41-16

Sec. 14. " Secured ared’” means an areathat isdesigned
and maintained to prevent the entry of unauthorized
persons. (Indiana Sate Department of Health; 410 IAC
1-3-14; filed Jan 17, 1989, 3:30 p.m.: 12 IR 1383; filed
Sep 18,1998, 11:38 a.m.: 22 IR 438; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 1-3-15“ Semiliquid blood and blood prod-

ucts’ defined
Authority: 1C 16-19-3-4; |C 16-41-16-8
Affected: 1C 16-41-16
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Sec. 15. “ Semiliquid blood and blood products’ means
blood and blood products that have intermediate fluid
propertiesand are capable of flowinginamanner similar
to aliquid. (Indiana State Department of Health; 410
IAC 1-3-15; filed Jan 17, 1989, 3:30 p.m.: 12 IR 1384;
filed Sep 18, 1998, 11:38 a.m.: 22 IR 438; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 1-3-16 “ State board” defined (Repealed)

Sec. 16. (Repealed by Indiana Sate Department of
Health; filed Sep 18, 1998, 11:38 a.m.: 22 IR 440)

4101AC 1-3-17 “ Storage” defined
Authority: |C 16-19-3-4; |C 16-41-16-8
Affected: |C 16-41-16

Sec. 17. " Storage” meansthe contai nment of infectious
waste in such a manner as not to constitute:

(1) collection;

(2) treatment;

(3) transport; or

(4) disposal.
(Indiana Sate Department of Health; 410 IAC 1-3-17;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1384; filed Sep 18,
1998, 11:38 a.m.: 22 IR 439; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 |AC 1-3-18 “Veterinarian” defined
Authority: 1C 16-19-3-4; |C 16-41-16-8
Affected: 1C 15-5-1.1; IC 16-41-16

Sec. 18. “Veterinarian” means a person authorized to
practiceveterinary medicineunder IC 15-5-1.1. (Indiana
Sate Department of Health; 410 |AC 1-3-18; filed Jan
17, 1989, 3:30 p.m.: 12 IR 1384; filed Sep 18, 1998,
11:38 am.: 22 IR 439; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

410 1AC 1-3-19 “Waste” defined
Authority: 1C 16-19-3-4; IC 16-41-16-8
Affected: 1C 16-41-16

Sec. 19. “Waste” meansany solid, liquid, or semiliquid
material that:
(1) is discarded or being accumulated prior to being
discarded; or
(2) has served its natural, biological, medical, or
intended purpose and is generally discarded and not
reused.
(Indiana State Department of Health; 410 IAC 1-3-19;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1384; filed Sep 18,
1998, 11:38 a.m.: 22 IR 439; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-3-23

410 |AC 1-3-20 “Waste handlers’ defined
Authority: 1C 16-19-3-4; IC 16-41-16-8
Affected: 1C 16-41-16

Sec. 20. “Waste handlers’ means any person who
handles infectious waste. (Indiana State Department of
Health; 410 IAC 1-3-20; filed Jan 17, 1989, 3:30 p.m.:
12 IR 1384; filed Sep 18, 1998, 11:38 a.m.; 22 IR 439;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 1-3-21 Applicability of standards
Authority: |C 16-19-3-4; |C 16-41-16-8
Affected: 1C 16-41-11

Sec. 21. (a) Thisrule applies, without regard to quan-
tity, to defined facilities and persons involved in infec-
tious waste activity.

(b) This rule represents minimum standards, and
persons may utilize more stringent standards.

(c) All written policiesrequired under thisruleshall, at
aminimum, comply with the requirements of 1C 16-41-
11. (Indiana State Department of Health; 410 IAC 1-3-
21; filed Jan 17, 1989, 3:30 p.m.: 12 IR 1384; filed Sep
18,1998, 11:38 a.m.: 22 IR 439; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-3-22 Appropriatecontainment and label-
ing; effectivetreatment, transport,

or disposal
Authority: IC 16-19-3-4; IC 16-41-16-8
Affected: IC 16-41-16

Sec. 22. For purposes of IC 16-41-16 and this rule, the
generator of infectiouswasteisresponsiblefor the appropri-
ate containment, appropriate labeling, effective treatment,
trangport, and disposal of infectiouswasteasrequired by this
rule. A person may provide services to the generator of
infectious waste, including the appropriate containment,
appropriate labeling, effective trestment, transport, or
disposd of infectiouswaste. Boththegenerator of infectious
wagte and the person providing services to the generator of
infectious waste are responsible for complying with the
requirementsset forthinthisrule. (Indiana Sate Department
of Health; 4101AC 1-3-22; filed Jan 17, 1989, 3:30 p.m.: 12
IR 1384; filed Sep 18, 1998, 11:38 am.. 22 IR 439;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 1-3-23 Written policies, procedures
Authority: IC 16-19-3-4; IC 16-41-16-8
Affected: IC 16-41-16-9

Sec. 23. All personsandfacilitiessubject tothisruleshal:
(1) have a written policy and procedures that, at a
minimum, contain:
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(A) the requirements contained in thisrule; and
(B) the sanctions, including discipline and dismissal
of persons, if warranted, for failure to follow the
requirements set forth in thisrule;
(2) providenecessary instruction and materials, includ-
ing protective garments, to implement thisruleprior to
giving a person an assignment where contact with
infectious waste is likely;
(3) maintain arecord of such instruction, including an
attendance record of a person's participation in the
instruction; and
(4) make all records available to the department for
inspection under |1C 16-41-16-9.
(Indiana Sate Department of Health; 410 IAC 1-3-23;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1384; filed Sep 18,
1998, 11:38 am.: 22 IR 439; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 |AC 1-3-24 Containment
Authority: 1C 16-19-3-4; IC 16-41-16-8
Affected: 1C 16-41-16

Sec. 24. (a) All persons and facilities subject to this
rule shall ensure that infectious waste is at al times
contained in amanner that will reasonably protect waste
handlers and the public from contracting dangerous
communicable disease that may result from exposure to
the infectious waste.

(b) All persons and facilities subject to this rule shall
place contaminated sharps or contaminated objects that
could potentially become contaminated sharps, infectious
biological cultures, infectiousassociated biologicals, and
infectious agent stock in containers that are:

(1) leak proof, rigid, puncture-resi stant;

(2) tightly sealed to prevent expulsion;

(3) labeled with the biohazard symbol; and

(4) effectively treated in accordancewith thisruleprior

to being stored in an unsecured area and sent for final

disposal.

(c) All persons and facilities subject to this rule shall
place pathological waste; laboratory animal carcasses,
laboratory animal body parts, laboratory animal blood
and body fluids, and laboratory animal bedding; human
blood; human blood products in liquid or semiliquid
form; and human body fluids that are visibly contami-
nated with blood in containers that are:

(2) impervious to moisture;

(2) sufficient strength and thicknessto prevent expulsion;

(3) secured to prevent leakage or expulsion;

(4) 1abeled with the biohazard symbol; and

(5) effectively treated in accordancewith thisruleprior

to being placed in an unsecured area and sent for final

disposal.
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(Indiana State Department of Health; 410 IAC 1-3-24;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1385; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-3-25 Storage
Authority: IC 16-19-3-4; |C 16-41-16-8
Affected: |C 16-41-16

Sec. 25. If infectious waste is stored prior to final
disposal, all persons subject to thisrule shall:
(1) store infectious waste in a secure area that:
(A) is locked or otherwise secured to eliminate
access by or exposure to the general public;
(B) affords protection from adverse environmental
conditions and vermin; and
(C) has a prominently displayed biohazard symbol;
(2) store infectious waste in a manner that preserves
the integrity of the container, and is not conducive to
rapid microbial growth and putrefaction; and
(3) disinfect reusable containers for infectious waste
each time that they are emptied, unless the surfaces of
the reusable containers have been protected from
contamination by disposable liners, bags, or other
devices that are removed with the infectious waste.
(Indiana State Department of Health; 410 1AC 1-3-25;
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1385; readopted
filed Jul 11, 2001, 2:23 p.m.; 24 IR 4234)

410 1AC 1-3-26 Treatment
Authority: IC 16-19-3-4; IC 16-41-16-8
Affected: IC 16-41-16

Sec. 26. () All persons and facilities subject to this
rule shall either effectively treat infectious waste in
accordance with this rule or transport infectious waste
off-site for effective treatment in accordance with this
rule.

(b) A treatment iseffectiveif it reducesthe pathogenic
gualities of infectious waste for safe handling, is de-
signed for the specific infectious waste involved, and is
carried out in a manner consistent with this rule. Effec-
tive treatment may include:

(1) incineration;

(2) steam sterilization;

(3) chemical disinfection;

(4) thermal inactivation;

(5) irradiation; or

(6) discharge in a sanitary sewer or septic system that

is properly installed and operating in accordance with

state and local laws.

(c) Except as provided in section 28 of this rule, al
persons and facilities subject to this rule may store,
transport, and dispose of infectious waste that has been
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effectively treated in accordance with this rule in the
usual manner for waste that is noninfectious. (Indiana
Sate Department of Health; 410 IAC 1-3-26; filed Jan
17,1989, 3:30 p.m.: 12 IR 1385; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 1-3-27 Protection in transport
Authority: IC 16-19-3-4; IC 16-41-16-8
Affected: IC 16-41-16

Sec. 27. All persons and facilities subject to thisrule
shall:
(1) transport infectious waste in a manner that reason-
ably protects waste handlers and the public from
contracting dangerous communicable disease; and
(2) effectively treat infectious waste in accordance
with this rule before it is compacted.
(Indiana Sate Department of Health; 410 IAC 1-3-27,
filed Jan 17, 1989, 3:30 p.m.: 12 IR 1385; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 1-3-28 Transporting off-site
Authority: IC 16-19-3-4; IC 16-41-16-8
Affected: IC 16-41-16

Sec. 28. (a) All persons and facilities subject to this
rule who are transporting infectious waste off-site,
whether effectively treated or not, shall:

(1) mark containers of infectious waste with a label

that statesthe name, address, and tel ephone number of

thegeneratingfacility and treatment facility, if applica-
ble; and

(2) provide aform that contains:

(A) the name, address, and telephone number of the
generating facility and treatment facility, if applicable;
(B) abrief description of the waste and the method
of effective treatment; and

(C) the signature of aresponsible person.

(b) The information required in subsection (a) may be
enclosed between the secondary packaging and the outer
packaging, when such packaging is used. The outer
packaging must contain a biohazard symbol. (Indiana
Sate Department of Health; 410 IAC 1-3-28; filed Jan
17, 1989, 3:30 p.m.: 12 IR 1386; filed Sep 18, 1998,
11:38 a.m.: 22 IR 440; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

410 |AC 1-3-29 Penaltiesfor violation
Authority: 1C 16-19-3-4; |C 16-41-16-8
Affected: 1C 16-41-16-10

Sec. 29. Pendltiesfor violation of thisruleare set forth
in1C 16-41-16-10. (Indiana State Department of Health;
410 IAC 1-3-29; filed Jan 17, 1989, 3:30 p.m.: 12 IR

4101AC 1-4-1

1386; filed Sep 18, 1998, 11:38 a.m.. 22 IR 440;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 4. Universal Precautions

4101AC 1-4-05 Applicability of definitions

410IAC 1-4-1 “Blood” defined

4101AC 1-4-1.1 *“Bloodborne pathogens’ defined

410 IAC 1-4-1.2 *“Contaminated” defined

4101AC 1-4-1.3 *“Contaminated laundry” defined

4101AC 1-4-1.4 “Covered individual” defined

410 IAC 1-4-1.5 *“Decontamination” defined

4101AC 1-4-2  “Department” defined

4101AC 1-4-2.1 “Employee’ defined

4101AC 1-4-3  “Employer” defined

4101AC 1-4-3.1 “ERP" defined

4101AC 1-4-4 “Facility” defined

4101AC 1-4-4.1 “HBeAg" defined

4101AC 1-4-4.2 “HBSAQ’ defined

4101AC 1-4-4.3 “HBV” defined

410 IAC 1-4-4.4 “Health care worker” defined

4101AC 1-4-45 “HIV” defined

4101AC 1-4-4.6 “Other potentialy infectious materials’
defined

410 1AC 1-4-4.7 “Parenteral” defined

4101AC 1-4-4.8 “Sterilize” defined

4101AC1-4-5 “Universd precautions’ defined

4101AC1-4-6  Fecility operator responsibilities

4101AC 1-4-7  Fecility operator policies

4101AC1-4-7.1 Coveredindividuals minimum training and
certification requirements

4101AC 1-4-8  Precautions generaly

4101AC 1-4-8.1 Expert review pand

4101AC1-4-9  Complaints

4101AC 1-4-0.5 Applicability of definitions
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 0.5. The definitions in this rule apply throughout
thisrule. Additionally, the definitions of any other terms
contained in the Indiana occupational safety and health
administration's bloodborne pathogens standards (as
found in 29 CFR 1910.1030) are incorporated by refer-
ence. (Indiana Sate Department of Health; 410 1AC 1-4-
0.5; filed Nov 22, 1993, 5:00 p.m.: 17 IR753; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-4-1 “Blood” defined
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 1. “Blood” means human blood, human blood
components, and products made from human blood.
(Indiana State Department of Health; 410 IAC 1-4-1;
filed Oct 6, 1989, 4:20 p.m.: 13 IR 280; filed Nov 22,
1993, 5:00 p.m.: 17 IR 753; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)
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4101AC 1-4-1.1 *“Bloodborne pathogens’ defined
Authority: IC 16-41-11-9
Affected: IC 16-41-11

Sec. 1.1. “Bloodborne pathogens’ means pathogenic
micro-organismsthat are present in human blood and can
cause disease in humans. These pathogens include, but
arenot limited to, HBV and HIV. (Indiana Sate Depart-
ment of Health; 410 IAC 1-4-1.1; filed Nov 22, 1993,
5:00 p.m.: 17 IR 753; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 1AC 1-4-1.2 “Contaminated” defined
Authority: 1C 16-41-11-9
Affected: 1C 16-41-11

Sec. 1.2. “Contaminated” means the presence or the
reasonably anticipated presence of blood or other poten-
tialy infectious materialson anitem or surface. (Indiana
Sate Department of Health; 410 IAC 1-4-1.2; filed Nov
22,1993, 5:00 p.m.: 17 IR 754; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-4-1.3 “Contaminated laundry” defined
Authority: |IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 1.3. “Contaminated laundry” means laundry
which has been soiled with blood or other potentially
infectiousmaterial sor laundry which may contain sharps.
(Indiana Sate Department of Health; 410 IAC 1-4-1.3;
filed Nov 22, 1993, 5:00 p.m.: 17 IR754; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 1-4-1.4 “Covered individual” defined
Authority: 1C 16-41-11-9
Affected: 1C 16-41-11-4

Sec. 1.4. “Covered individual” means any individual
covered by I1C 16-41-11-4 whose professional, employ-
ment, training, or volunteer activities or duties include
any reasonably anticipated skin, eye, mucous membrane,
or parenteral contact with blood or other potentially
infectious materials. (Indiana State Department of
Health; 410 1AC 1-4-1.4; filed Nov 22, 1993, 5:00 p.m.:
17 IR 754; readopted filed Jul 11,2001, 2:23p.m.: 24IR
4234)

410 IAC 1-4-1.5 “Decontamination” defined
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 1.5. “ Decontamination” meansthe use of physical
or chemica means to remove, inactivate, or destroy
bloodborne pathogens on a surface or item which does
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not require sterilization to the point where they are no
longer capabl eof transmittinginfectiousparticlesandthe
surface or item is rendered safe for handling, use, or
disposal. (Indiana Sate Department of Health; 410 |AC
1-4-1.5; filed Nov 22, 1993, 5:00 p.m.: 17 IR 754,
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 1-4-2 “Department” defined
Authority: 1C 16-41-11-9
Affected: 1C 16-41-11

Sec. 2. “Department” means the Indiana state depart-
ment of health. (Indiana State Department of Health; 410
IAC 1-4-2; filed Oct 6, 1989, 4:20 p.m.: 13 IR 280; filed
Nov 22, 1993, 5:00 p.m.: 17 IR 754; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-4-2.1 “Employee” defined
Authority: IC 16-41-11-9
Affected: |C 16-41-11; IC 22-8-1.1-1

Sec. 2.1. “Employee” has the meaning set forthin IC
22-8-1.1-1. (Indiana Sate Department of Health; 410
IAC 1-4-2.1; filed Nov 22, 1993, 5:00 p.m.: 17 IR 754;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-4-3 “Employer” defined
Authority: IC 16-41-11-9
Affected: |C 16-41-11; IC 22-8-1.1-1

Sec. 3. “Employer” hasthe meaning set forthin 1C 22-
8-1.1-1. (Indiana Sate Department of Health; 410 IAC
1-4-3; filed Oct 6, 1989, 4:20 p.m.: 13 IR 280; filed Nov
22,1993, 5:00 p.m.: 17 IR 754, readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-4-3.1 "ERP” defined
Authority: 1C 16-41-11-9
Affected: 1C 16-41-11

Sec. 3.1. “ERP’ meansexpert review panel, asdefined
in section 8.1 of thisrule. (Indiana Sate Department of
Health; 410 |AC 1-4-3.1; filed Nov 22, 1993, 5:00 p.m.:
17 1R 754; readopted filed Jul 11, 2001, 2:23p.m.: 241R
4234)

4101AC 1-4-4 “Facility” defined
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 4. "Facility” means a building or location where
anindividual can be reasonably anticipated in the course
of performing his or her professional, employment,
training, or volunteer activities or duties to have skin,
eye, mucous membrane, or parenteral contact with
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potentially infectious materials. (Indiana State Depart-
ment of Health; 410 IAC 1-4-4; filed Oct 6, 1989, 4.20
p.m.: 13 IR 280; filed Nov 22, 1993, 5:00 p.m.: 17 IR
754; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

4101AC 1-4-4.1 “HBeAgQ" defined
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 4.1. “HBeAg’ means the presence of hepatitis B
e antigen in human blood as an indicator of high
infectivity for hepatitis B virus. (Indiana State Depart-
ment of Health; 410 IAC 1-4-4.1; filed Nov 22, 1993,
5:00 p.m.: 17 IR 755; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC 1-4-4.2 “HBSAQ" defined
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 4.2. “HBsAQ” means the presence of hepatitis B
surface antigens in human blood as an indicator of
infectivity for hepatitis B virus. (Indiana Sate Depart-
ment of Health; 410 IAC 1-4-4.2; filed Nov 22, 1993,
5:00 p.m.: 17 IR 755; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC 1-4-4.3 “HBV” defined
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 4.3. “HBV” means hepatitis B virus. (Indiana
Sate Department of Health; 410 1AC 1-4-4.3; filed Nov
22,1993, 5:00 p.m.: 17 IR 755; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 |AC 1-4-4.4 “Health careworker” defined
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 4.4. "Health care worker” means any covered
individual providing health carefor or to apatient during
the patient's care or treatment and whose professional,
employment, volunteer, or student training duties or
activities can be reasonably anticipated to result in skin,
eye, mucous membrane, or parenteral contact with blood
or other potentially infectious materials. (Indiana Sate
Department of Health; 410 IAC 1-4-4.4; filed Nov 22,
1993, 5:00 p.m.: 17 IR755; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC 1-4-45 “HIV” defined
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

4101AC 1-4-4.8

Sec. 4.5. “HIV”" means human immunodeficiency
virus. (Indiana State Department of Health; 410 IAC 1-
4-45; filed Nov 22, 1993, 5:00 p.m.. 17 IR 755;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
4101AC1-4-4.6 “Other potentially infectious mate-

rials’ defined
Authority: |1C 16-41-11-9
Affected: IC 16-41-11

Sec. 4.6. “Other potentially infectious materials’
means the following:
(1) Human body fluids as follows:
(A) Semen.
(B) Vaginal secretions.
(C) Cerebrospinal fluid.
(D) Synovid fluid.
(E) Pleural fluid.
(F) Pericardial fluid.
(G) Peritoneal fluid.
(H) Amniotic fluid.
() Salivain dental procedures.
(J) Any body fluid that is visibly contaminated with
blood.
(K) All body fluidswhereit isdifficult orimpossible
to differentiate between body fluids.
(2) Any unfixed tissue or organ, other than intact skin,
from a human, living or dead.
(3) HIV-containing cell or tissue cultures, organ
cultures, and HIV or HBV-containing culture medium
or other solutions; and blood, organs, or other tissues
fromexperimental animalsinfectedwithHIV or HBV.
(Indiana Sate Department of Health; 410 |AC 1-4-4.6;
filed Nov 22, 1993, 5:00 p.m.: 17 IR 755; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 1-4-4.7 “Parenteral” defined
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 4.7. “Parenteral” means piercing the mucous
membranes or the skin barrier through such events as
needlesticks, human bites, cuts, or abrasions. (Indiana
Sate Department of Health; 410 IAC 1-4-4.7; filed Nov
22,1993, 5:00 p.m.: 17 IR 755; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-4-4.8 *“Sterilize” defined
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 4.8. “Sterilize” means the use of a physical or
chemical procedure to destroy al microbial life, includ-
ing highly resistant bacterial endospores. (Indiana State



4101AC 1-4-5

Department of Health; 410 IAC 1-4-4.8; filed Nov 22,
1993, 5:00 p.m.: 17 IR 756; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC 1-4-5 “Universal precautions’ defined
Authority: IC 16-41-11-9
Affected: IC 16-41-11

Sec. 5. “Universal precautions’ means an approach to
infection control in which al human blood and certain
human body fluids are treated as if known to be infec-
tious for HIV, HBV, and other bloodborne pathogens.
(Indiana Sate Department of Health; 410 IAC 1-4-5;
filed Oct 6, 1989, 4:20 p.m.: 13 IR 280; filed Nov 22,
1993, 5:00 p.m.: 17 IR756; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC 1-4-6 Facility operator responsibilities
Authority: IC 16-41-11-9
Affected: IC 16-41-11

Sec. 6. (a) An individual or entity that is a facility
operator shall comply with the following:
(1) Informall health careworkersand coveredindivid-
uals whose professional, employment, training, or
volunteer activities or duties are performed at or on
behalf of the facility, that it is strongly recommended
by the department that all persons who have reason to
believe they are at risk of HIV infection should know
their HIV status.
(2) Inform al heath care workers that it is strongly
recommended by the department that all those:
(A) who perform procedures during which thereisa
recognized risk of percutaneousinjury to the health
care worker, and, if such injury occurs, the health
care worker's blood may contact the patient's body
cavity, subcutaneous tissue, or mucous membranes;
and
(B) who do not have serol ogic evidence of immunity
to HBV from vaccination or from previousinfection
should know their HBsAg status and, if that is
positive, should also know their HBeAg status.
(3) Ensure that the training described in the Indiana
occupational safety and health administration's
bloodborne pathogens standards (as found in 29 CFR
1910.1030) is provided to al covered individuals
whose prof essional, employment, training, or volunteer
activities or duties are performed at or on behalf of the
facility.
(4) Ensure that a record is maintained, as required
under the Indiana occupational safety and health
administration's bloodborne pathogens standards (as
foundin 29 CFR 1910.1030) of anindividual'spartici-
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pation inthetraining that is provided. Therecord shall
be made available to the department for inspection
upon request.
(5) Ensure that each covered individual whose profes-
sional, employment, training, or volunteer activitiesor
duties are performed at or on behalf of the facility, is
provided appropriate equipment and expendables
needed to implement the precautions required under
section 8 of this rule and under the Indiana occupa-
tional safety and health administration's bloodborne
pathogens standards (asfound in 29 CFR 1910.1030).
(6) Requireall health careworkerswhoseprofessional,
employment, training, or volunteer activities or duties
are performed at or on behalf of the facility to provide
evidence of compliance with the continuing universal
precautions education requirements contained in
section 7.1 of thisrule.

(b) The operator of afacility, if providing servicesto
patients or the public in which thereisarisk of skin, eye,
mucous membrane, or parenteral contact to human blood
or other potentially infectious materials, shall display, or
make avail ableto the public, adescription of compliance
with the reguirements contained in subsection (a)(6).

(c) The operator of afacility, if providing servicesto
patients or the publicin which thereisarisk of skin, eye,
mucous membrane, or parenteral contact to human blood
or other potentially infectious materials, shall display, or
make available to the public, written materials prepared
or approved by the department explaining universa
precautions and patients' rights under this rule. These
materials shall include information on how to report
violations of universal precautions and shall include
information regarding the department's duties to investi-
gate. (Indiana State Department of Health; 410 IAC 1-4-
6; filed Oct 6, 1989, 4:20 p.m.: 13 IR 280; filed Nov 22,
1993, 5:00 p.m.: 17 IR 756; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

410 1AC 1-4-7 Facility operator policies
Authority: IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 7. A facility operator shall develop a written
policy in compliance with this rule and the requirements
of the Indiana occupational saf ety and health administra-
tion's bloodborne pathogens standards (as found in 29
CFR 1910.1030), that:

(1) requires the use of universal precautions by a
covered individual when performing those profes-
sional, employment, training, or volunteer activities or
duties that include any reasonably anticipated skin,
eye, mucous membrane, or parenteral contact with
blood or other potentially infectious materials;
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(2) providessanctions, including disciplineand dismissal,
if warranted, for failure to use universal precautions; and
(3) proscribes the facility operator, or any covered
individual acting at or on behalf of the facility, from
retaliating against any person, including any profes-
sional, employee, trainee, volunteer, or patient, for
filing a complaint with the department in good faith
under thisrule.
(Indiana Sate Department of Health; 410 IAC 1-4-7;
filed Oct 6, 1989, 4:20 p.m.: 13 IR 280; filed Nov 22,
1993, 5:00 p.m.: 17 IR 757; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC 1-4-7.1 Covered individuals' minimum
training and certification re-

quirements
Authority: |IC 16-41-11-9
Affected: 1C 16-41-11

Sec. 7.1. All coveredindividuals shall comply withthe
following:
(1) Coveredindividuals, including health careworkers,
whose professional, employment, training, or volunteer
activities or duties are performed at or on behalf of a
facility, must compl etethetraining programswhichthe
facility isrequired to have employees attend under the
Indianaoccupational saf ety and health administration's
bloodborne pathogens standards (as found in 29 CFR
1910.1030). Approved programs under this rule shall
be asfollows:
(A) A bloodborne pathogen training session provided
by afacility or employer under thelndianaoccupational
safety and hedthadministration'sbloodborne pathogens
standards (asfound in 29 CFR 1910.1030).
(B) Unlessthe department makes a specific determi-
nation to the contrary, any continuing professional
education program on current universal precautions
techniques that has been accepted or accredited by
the applicable professional credentialing or health
licensing entity.
(2) Covered individuals who are health care workers
shall, either individually or through their employer,
upon receipt of a written request by the department,
employer, or a patient to whom direct services have
been provided, provide evidence of compliance with
the requirements of this section.
(Indiana Sate Department of Health; 410 IAC 1-4-7.1;
filed Nov 22, 1993, 5:00 p.m.: 17 IR757; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-4-8 Precautionsgenerally
Authority: |C 16-41-11-9
Affected: IC 16-19; IC 16-41-11

4101AC14-8.1

Sec. 8. () All covered individuals and health care
workers under this rule shall comply with the require-
mentsimposed under the Indianaoccupational saf ety and
health administration’s bloodborne pathogens standards
(asfound in 29 CFR 1910.1030).

(b) The operator and al covered individuals whose
professional, employment, training, or volunteer activi-
ties or duties are performed at or on behalf of afacility
providing services to patients or other members of the
public in which there is a reasonably anticipated risk of
skin, eye, mucous membrane, or parenteral contact with
human blood or other potentially infectious materials
shall aso comply with the following requirements:

(1) All equipment and environmental and working

surfaces shall be cleaned and decontaminated after

contact with blood or other potentialy infectious
materials.

(2) Hesting procedures capable of sterilization must be

used when heat stable, nondisposable equipment is

sterilized. Heat labile, reusable equipment requiring
sterilization must be sterilized by chemica means. Re-
cords must be maintained to document the following:
(A) Duration of sterilization technique.
(B) Mechanisms for determination of effective
sterility.
(C) Routinemonthly equipment mai ntenanceinspec-
tions.

These documents must be made available to the

department upon request.

(3) Environmenta surfaces and equipment not requiring

serilization which have been contaminated by blood or

other potentially infectiousmeterialsshal | becleaned then

decontaminated. Disinfectant solutions shall:
(A) be ahospital grade, tuberculocida Environmental
Protection Agency (EPA) registered disinfectant; or
(B) be sodium hypochlorite, five-tenths percent
(0.5%) concentration, by volume (common house-
hold bleach in ten percent (10%) concentration in
water); the solution shall be dated and shall not be
used if it is more than twenty-four (24) hours old.

(4) If a patient's diagnosis, laboratory analysis, or

medical condition requiresadditional infection control

measures or i solation, those specific measuresapply in
addition to the requirements of this rule and other

requirements found at |C 16-19.

(Indiana State Department of Health; 410 IAC 1-4-8;
filed Oct 6, 1989, 4:20 p.m.: 13 IR 280; filed Nov 22,
1993, 5:00 p.m.: 17 IR 757; readopted filed Jul 11, 2001,
2:23p.m.: 24 IR 4234)

4101AC 1-4-8.1 Expert review panel
Authority: IC 16-41-11-9
Affected: 1C 16-41-11



4101AC 1-4-9

Sec. 8.1. (@) An HIV infected or HBV infected (and
HBeAg positive) health care worker whose practices
include digital palpation of aneedletip in abody cavity
or the simultaneous presence of the health care worker's
finger and needle or other sharp instrument in a poorly
visualized or highly confined human anatomic site should
either seek the advice of an ERP approved by the depart-
ment or voluntarily cease these practices.

(b) Asused in thisrule, “expert review panel” means
agroup of experts authorized under this rule to provide
confidential consultation and advice to HIV and HBV
(and HBeAg) infected health careworkersasindicated to
promotethe highest achievablelevel of safe, professional
care. To be deemed authorized, an ERP must be spon-
sored by an organi zation which has been approved by the
department under subsection (c).

(c) Before any public or private medical, surgical,
dental, nursing, or other health care organization may
sponsor an authorized ERP under this section, the
potential sponsor must be approved by the department as
having provided credible assurances that:

(2) the sponsor is capable of establishing specific ERP

protocols and procedures that will accomplish the

purposes of an ERP under this section; and

(2) it will comply with general protocols to be estab-

lished and disseminated on request by the department.

(d) The ERP will consist of:

(1) an expert review entity consisting of:

(A) the HIV or HBV infected health care worker's
treating physician, either directly or through medical
and historical treatment records;

(B) aninfectiousdisease specialist knowledgeablein
the epidemiology of HIV and HBV infection;

(C) ahealth care provider of the same profession as
theinfected health care provider with expertiseinthe
procedures practiced; and

(D) aninfection control expert or epidemiologist; or

(2) any other expert review entity expressly authorized

by the department.

(e) An ERP sponsored by an organization approved by
the department under subsection (c) will be deemed an
authorized ERP.

(f) An ERP shall advisethe health careworker whether
and how to modify techniques or to cease performing
certain procedures. In rendering this advice, the ERP
shall consider the past history of the health careworker's
technique, and the extent towhich, inthe context of other
indicated procedures with ameasurable and unavoidable
significant risk to patients, an indicated invasive proce-
durein the hands of that health care worker does or does
not expose patientsto the significant risk of HIV or HBV
transmission from the health care worker.

(g) The role of the ERP is strictly confidential and
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advisory to the health care worker.

(h) All proceedings and communicationsof theERP shall
be confidentia. All communications to an ERP shall be
privileged communications. Neither the personnel nor any
participant in apand proceeding shdl reved the identity of
any hedlth careworker consulting such panel nor any content
of communication to the records of or the outcomes of an
ERP outside the panel to any person or other entity, other
than the hedlth care worker consulting such panel.

(i) No person who participates in an ERP proceeding
shall be permitted or required to discloseany information
acquired in connection with, or in the course of, the
proceeding, any opinion, recommendation, or evaluation
of the panel or of any panel member.

(i) The only duty of an ERP is to provide good faith
consultation and advice to the HIV or HBV infected
health care worker seeking such advice. A health care
worker isnot, by thisrule, relieved of any responsibility,
either to himself or herself or to others, for all actions
taken or not takenin hisor her professional capacity after
consulting with an ERP. Neither an ERP nor any member
of an ERP is approved by this rule to substitute or
assume responsibility for the subsequent actions of the
health care worker. No civil or other legal action of any
nature shall arise against any member or personnel of an
ERP for any good faith act or statement made in the
confines of the panel or proceeding thereof.

(k) Neither an ERP nor any member of an ERP shall,
by virtue of their consultation and advice, assume any
liahility of any kind to the health care worker, hisor her
patients, or any other person. The personnel and mem-
bers of an ERP shall be immune from any civil action
arising from any determination or recommendati on made
in good faith in the scope of their duties. (Indiana Sate
Department of Health; 410 IAC 1-4-8.1; filed Nov 22,
1993, 5:00 p.m.: 17 IR 759; errata, 17 IR 1009;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 1-4-9 Complaints
Authority: IC 16-41-11-9
Affected: |1C 4-15-2-34; |C 4-15-2-35; IC 16-41-11; IC 25

Sec. 9. A person who believes that this rule has been
violated may file a complaint with the department. A
complaint must beinwriting unless, inthe opinion of the
department, the violation complained of constitutes an
emergency. The department shall reduce an emergency
oral complaint to writing. The department shall maintain
the confidentiality of the person who filesthe complaint.
The department shall also comply with the following:

(1) Thedepartment shall promptly investigate, or cause

to be investigated with available resources, al com-

plaints received alleging violations of this rule.
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(2) The department shall not disclose the name or
identifying characteristics of the person who files a
complaint under thisrule:
(A) unless the person consents in writing to the
disclosure; or
(B) the investigation results in an administrative or
judicia proceeding and disclosure is ordered by the
administrative law judge or the court.
Confidential communication of thecomplaintinforma:
tion to the Indiana department of labor for compliance
purposes shall not constitute disclosure for the pur-
poses of thisrule.
(3) The department shall give a person who files a
complaint under this section the opportunity to with-
draw the complaint at any time prior to theissuance of
an order under subdivision (2)(B).
(4) A person filing a complaint must make a reason-
able attempt to ascertain the correctness of any infor-
mation to be furnished. Failure to make a reasonable
attempt may subject that person to other sanctions
avalable at law.
(5) A determination of a substantiated and unresolved
violation of thisrule by ahealth care provider licensed
under 1C 25 shall bereferred by the department to the
appropriate licensing board through notification of the
attorney general's consumer protection division.
(6) In the investigation of a complaint regarding a
violation of thisrule, the department shall coordinate
the investigation, as appropriate, with the state or
federal enforcement agency having jurisdiction over
the industry or occupation. All complaints alleging
violationsof thelndianaoccupational safety and health
administration's bloodborne pathogens standards (as
foundin29 CFR 1910.1030) shall beforwarded to the
Indiana department of labor.
(Indiana State Department of Health; 410 IAC 1-4-9;
filed Oct 6, 1989, 4:20 p.m.: 13 IR 282; filed Nov 22,
1993, 5:00 p.m.: 17 IR 760; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

Rule 5. Sanitary Operation of Tattoo Parlors

4101AC1-5-1  Applicability

4101AC1-5-2  “Blood” defined

4101AC1-5-3  “Bloodborne pathogens’ defined
4101AC1-5-35 *“Body piercer” defined
4101AC1-5-3.6 “Body piercing” defined
4101AC 1-5-4  “Cleaned” defined

4101AC 1-5-5  “Contaminated” defined
410IAC1-5-6  “Decontaminated” defined
4101AC 1-5-7  “Department” defined

410 1AC 1-5-7.5 “Facility” defined

4101AC 1-5-8  “HBV” defined

4101AC1-5-9  “HCV” defined

4101AC 1-5-9.5 *“High level disinfection” defined
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4101AC 1-5-10
4101AC1-5-11
4101AC1-5-11.2
4101AC 1-5-115
4101AC 1-5-12

4101AC 1-5-13
4101AC1-5-14
4101AC 1-5-15
4101AC1-5-16
4101AC 1-5-17
4101AC 1-5-18
4101AC 1-5-19
4101AC 1-5-20
4101AC1-5-21
4101AC 1-5-22
4101AC 1-5-23
4101AC 1-5-24
4101AC 1-5-25
4101AC 1-5-26
410 1AC 1-5-27

4101AC 1-5-28
410 1AC 1-5-29
4101AC 1-5-30
4101AC1-5-31
4101AC 1-5-32
4101AC 1-5-33
4101AC 1-5-34
4101AC 1-5-35

4101AC 1-5-36

4101AC 1-5-37
4101AC1-5-38

4101AC 1-5-1

4101AC 1-5-3

“HIV” defined

“Infectious waste” defined

“Intermediate level disinfection” defined
“Operator” defined

“Other potentially infectious materials’ or
“OPIM” defined

“Parenteral” defined

“Personal protective equipment” defined
“Secure area’ defined

“Semiliquid blood, blood products’ defined
“Sterilize” defined

“Store” defined

“Tattoo” defined

“Tattoo artist” defined

“Tattoo operator” defined (Repealed)
“Tattoo parlor” defined (Repeal ed)
“Universal precautions’ defined

Operator training responsibilities

Operator responsibilities

Operator policies

Tattoo artist and body piercer minimum
training and certification requirements
Patron records

I1Iness

Handwashing

Personal protective equipment

Tattooing equi pment

Needles

Reusable equipment

Dyes or pigments or other objects placed
under the skin

Work environment

Infectious waste contai nment

Treatment and transport of infectious waste

Applicability

Authority: IC 16-19-3-4.1

Affected:

1C 16-19-3-4.1

Sec. 1. The definitions in this rule apply throughout
thisrule. (Indiana State Department of Health; 410 IAC
1-5-1; filed May 12, 1998, 10:00 a.m.: 21 IR 3815)

4101AC 1-5-2

“Blood” defined

Authority: IC 16-19-3-4.1

Affected:

IC 16-19-3-4.1

Sec. 2. “Blood” means human blood. (Indiana State
Department of Health; 410 IAC 1-5-2; filed May 12,
1998, 10:00 a.m.: 21 IR 3815)

4101AC 1-5-3

“Bloodbor ne pathogens’ defined

Authority: IC 16-19-3-4.1

Affected:

1C 16-19-3-4.1

Sec. 3. “Bloodborne pathogens’ means pathogenic
micro-organismsthat are present in human blood and can
cause disease in humans. These pathogens include, but



4101AC 1-5-35

are not limited to, the following:

(1) HBV.

(2) HCV.

(3) HIV.
(Indiana Sate Department of Health; 410 IAC 1-5-3;
filed May 12, 1998, 10:00 a.m.: 21 IR 3815)

4101AC 1-5-3.5 “Body piercer” defined
Authority: |C 16-19-3-4.1; IC 16-19-3-4.2
Affected: |C 16-19-3

Sec. 3.5. “Body piercer” means any person who
performs body piercing on an individua. (Indiana State
Department of Health; 410 IAC 1-5-3.5; filed Jun 30,
2000, 4:10 p.m.: 23 IR 2710)

4101AC 1-5-3.6 “Body piercing” defined
Authority: |C 16-19-3-4.1; IC 16-19-3-4.2
Affected: |C 16-19-3

Sec. 3.6. “Body piercing” meansthe perforation of any
human body part other than ear |obe for the purpose of
inserting jewelry or other decoration or for some other
nonmedical purpose. (Indiana State Department of
Health; 410 1AC 1-5-3.6; filed Jun 30, 2000, 4:10 p.m.:
23R 2710)

410 1AC 1-5-4 “Cleaned” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 4. “Cleaned” means remova of al visible dust,
soil, or any other foreign material. (Indiana State Depart-
ment of Health: 410 IAC 1-5-4; filed May 12, 1998,
10:00 a.m.: 21 IR 3815)

410 IAC 1-5-5 “Contaminated” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 5. “Contaminated” means the presence or reason-
ably anticipated presence of blood or OPIM on an item
or surface. (Indiana Sate Department of Health; 410
IAC 1-5-5; filed May 12, 1998, 10:00 a.m.: 21 IR 3815)

410 |AC 1-5-6 “Decontaminated” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 6. “ Decontaminated” meansthe use of physical or
chemica means to remove, inactivate, or destroy
bloodborne pathogens on a surface or item which does
not require sterilization to the point where they are no
longer capabl eof transmittinginfectiousparticlesandthe
surface or item is rendered safe for handling, use, or
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disposal. (Indiana Sate Department of Health; 410 IAC
1-5-6; filed May 12, 1998, 10:00 a.m.: 21 IR 3815)

410 1AC 1-5-7 “Department” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 7. “Department” means the Indiana state depart-
ment of health. (Indiana State Department of Health; 410
IAC 1-5-7; filed May 12, 1998, 10:00 a.m.: 21 IR 3815)

4101AC 1-5-7.5 *Facility” defined
Authority: 1C 16-19-3-4.1; IC 16-19-3-4.2
Affected: 1C 16-19-3

Sec. 7.5. “Facility” means a tattoo parlor or a body
piercing facility, or both, which is any room or space
where tattooing or body piercing, or both, is provided or
wherethe business of tattooing or body piercing, or both,
is conducted. (Indiana State Department of Health; 410
IAC 1-5-7.5; filed Jun 30, 2000, 4:10 p.m.: 23 IR 2710)

4101AC 1-5-8 “HBV” defined
Authority: IC 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 8. “HBV” means the hepatitis B virus. (Indiana
Sate Department of Health; 410 IAC 1-5-8; filed May
12,1998, 10:00 a.m.: 21 IR 3816)

4101AC 1-5-9 “HCV” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 9. “HCV” means the hepatitis C virus. (Indiana
Sate Department of Health; 410 IAC 1-5-9; filed May
12, 1998, 10:00 a.m.: 21 IR 3816)

4101AC 1-5-9.5 “High level disinfection” defined
Authority: IC 16-19-3-4.1; IC 16-19-3-4.2
Affected: IC 16-19-3

Sec. 9.5. “High level disinfection” means a process
that destroys all micro-organisms, with the exception of
high numbers of bacterial spores. (Indiana Sate Depart-
ment of Health; 410 IAC 1-5-9.5; filed Jun 30, 2000,
4:10 p.m.: 23R 2710)

410 1AC 1-5-10 “HIV” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 10. “HIV” means the human immunodeficiency
virus. (Indiana State Department of Health; 410 IAC 1-
5-10; filed May 12, 1998, 10:00 a.m.: 21 IR 3816)
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410 |AC 1-5-11 “Infectious waste” defined
Authority: IC 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 11. “Infectious waste” means waste that
epidemiologic evidence indicatesis capable of transmit-
tingadangerouscommunicabledisease. | nfectiouswaste
includes, but is not limited to, the following:

(1) Contaminated sharps or contaminated objects that

could potentially become contaminated sharps.

(2) Infectioushiological cultures, infectiousassociated

biologicals, and infectious agent stock.

(3) Pathological waste.

(4) Blood and blood productsin liquid and semiliquid

form.

(5) Carcasses, body parts, blood and body fluids in

liquid and semiliquid form, and bedding of laboratory

animals.

(6) Other waste that has been intermingled with

infectious waste.

(Indiana State Department of Health; 410 IAC 1-5-11;
filed May 12, 1998, 10:00 a.m.: 21 IR 3816)

410 |AC 1-5-11.2 “Intermediate level disinfection”

defined
Authority: 1C 16-19-3-4.1; IC 16-19-3-4.2
Affected: 1C 16-19-3

Sec. 11.2. “Intermediate level disinfection” means a
process that inactivates:

(1) Mycobacterium tuberculosis,

(2) vegetative bacteria;

(3) most viruses; and

(4) most fungi;
but does not necessarily kill bacterial spores. (Indiana
Sate Department of Health; 410 1AC 1-5-11.2; filed Jun
30, 2000, 4:10 p.m.: 23 IR 2710)

410 1AC 1-5-11.5 “ Operator” defined
Authority: 1C 16-19-3-4.1; IC 16-19-3-4.2
Affected: 1C 16-19-3

Sec. 11.5. “ Operator” means any person who controls,
operates, manages, or owns any facility. (Indiana State
Department of Health; 410 IAC 1-5-11.5; filed Jun 30,
2000, 4:10 p.m.: 23 IR 2711)

4101AC 1-5-12 " Other potentially infectious materi-

als’ or “OPIM” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 12. “Other potentially infectious materials’ or
“OPIM” means the following:

4101AC 1-5-15

(1) Human body fluids as follows:
(A) Semen.
(B) Vaginal secretions.
(C) Cerebrospinal fluid.
(D) Synovidl fluid.
(E) Pleural fluid.
(F) Pericardia fluid.
(G) Peritoneal fluid.
(H) Amniotic fluid.
(I) Salivain dental procedures.
(J) Any body fluid that is visibly contaminated with
blood.
(K) All body fluidswhereitisdifficult orimpossible
to differentiate between body fluids.
(2) Any unfixed tissue or organ, other than intact skin,
from a human, living or dead.
(3) HIV-containing cell or tissue cultures, and HIV or
HBV -containing culture medium or other solutions,
and blood, organs, or other tissues from experimental
animals infected with HIV or HBV.
(Indiana Sate Department of Health; 410 IAC 1-5-12;
filed May 12, 1998, 10:00 a.m.: 21 IR 3816)

410 1AC 1-5-13 “ Parenteral” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 13. “Parenteral” means piercing the mucous
membranes or the skin barrier through such events as
needlesticks, human bites, cuts, or abrasions. (Indiana
Sate Department of Health; 410 IAC 1-5-13; filed May
12, 1998, 10:00 a.m.: 21 IR 3816)

410 1AC 1-5-14 “ Per sonal protective equipment”

defined
Authority: IC 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 14. “Persona protective equipment” means
speciaized clothing or equipment worn for protection
against contact with blood or OPIM. (Indiana Sate
Department of Health; 410 IAC 1-5-14; filed May 12,
1998, 10:00 a.m.: 21 IR 3816)

410 |AC 1-5-15“Secure area” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 15. “ Secureared’” meansan areathat isdesignated
and maintained to prevent the entry of unauthorized
persons. (Indiana Sate Department of Health; 410 IAC
1-5-15; filed May 12, 1998, 10:00 a.m.: 21 IR 3816)
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410 1AC 1-5-16 “ Semiliquid blood, blood products”

defined
Authority: IC 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 16. “Semiliquid blood, blood products” means
blood, blood products that have intermediate fluid
propertiesand are capable of flowinginamanner similar
toliquid. (Indiana State Department of Health; 410 IAC
1-5-16; filed May 12, 1998, 10:00 a.m.: 21 IR 3816)

410 1AC 1-5-17 “ Sterilize” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 17. “Sterilize” means the use of a physical or
chemical procedure to destroy all microbial life, includ-
ing highly resistant bacterial endospores. (Indiana State
Department of Health; 410 IAC 1-5-17; filed May 12,
1998, 10:00 a.m.: 21 IR 3817)

410 1AC 1-5-18 “ Store” defined
Authority: IC 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 18. “Store” means the containment of infectious
waste in such a manner as not to constitute collection,
treatment, transport, or disposal. (Indiana Sate Depart-
ment of Health; 410 IAC 1-5-18; filed May 12, 1998,
10:00 a.m.: 21 IR 3817)

410 1AC 1-5-19“Tattoo” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 19. “Tattoo” means:
(1) any indelible design, letter, scroll, figure, symbol,
or other mark placed with the aid of needles or other
instruments; or
(2) any design, letter, scroll, figure, or symbol done by
scarring;
upon or under the skin. (Indiana State Department of
Health; 4101AC 1-5-19; filed May 12, 1998, 10:00 a.m.:
21 1R 3817)

410 |AC 1-5-20 “Tattoo artist” defined
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 20. “Tattoo artist” means any person who pro-
videsatattootoanindividual. (Indiana State Department
of Health; 410 IAC 1-5-20; filed May 12, 1998, 10:00
am.; 21 IR 3817)
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4101AC 1-5-21 “Tattoo operator” defined (Re-
pealed)

Sec. 21. (Repealed by Indiana Sate Department of
Health; filed Jun 30, 2000, 4:10 p.m.: 23 IR 2714)

410 1AC 1-5-22 “ Tattoo parlor” defined (Repeal ed)

Sec. 22. (Repealed by Indiana Sate Department of
Health; filed Jun 30, 2000, 4:10 p.m.: 23 IR 2714)

410 1AC 1-5-23 “Universal precautions’ defined
Authority: IC 16-19-3-4.1
Affected: |C 16-19-3-4.1

Sec. 23.“ Universal precautions’ meansan approachto
infection control in which al human blood and certain
human body fluids are treated as if known to be infec-
tiousfor HIV, HBV, HCV, and other bloodborne patho-
gens. (Indiana State Department of Health; 4101 AC 1-5-
23; filed May 12, 1998, 10:00 a.m.: 21 IR 3817)

410 1AC 1-5-24 Operator training responsibilities
Authority: IC 16-19-3-4.1; IC 16-19-3-4.2
Affected: IC 16-19-3

Sec. 24. Anindividual or entity that isan operator shall

comply with the following training responsibilities:
(1) Ensure that the training described in the Indiana
occupational safety and hedth administration’s
bloodborne pathogens standard (as found in 29 CFR
1910.1030) is provided to al tattoo artists and body
piercers, anyone employed by the facility or anyone
acting on behalf of the facility, who has a reasonably
anticipated risk for skin, eye, mucous membrane, or
parenteral contact with blood or OPIM.
(2) Ensure that training on the handling of infectious
wasteisprovided to all tattoo artistsand body piercers,
or anyone employed by thefacility or anyoneactingon
behalf of the facility who has a reasonably anticipated
risk for skin, eye, mucous membrane, or parenteral
contact with blood or OPIM.
(3) Ensure that a record of training described in
subdivision (1) is maintained, as required under the
Indianaoccupational saf ety and health administration’s
bloodborne pathogens standard (as found in 29 CFR
1910.1030) of an individual's participation in the
training that is provided. The record shall be made
available to the department for inspection upon re-
quest.
(4) Ensure that a record of training described in
subdivision (2) is maintained.

(Indiana State Department of Health; 410 IAC 1-5-24;
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filed May 12, 1998, 10:00 a.m.: 21 1R 3817; filed Jun 30,
2000, 4:10 p.m.: 23 1R 2711)

410 IAC 1-5-25 Operator responsibilities
Authority: |C 16-19-3-4.1; IC 16-19-3-4.2
Affected: |C 16-19-3

Sec. 25. (a) Theoperator shall ensurethat tattoo artists,
body piercers, or anyone employed by the facility or
anyone acting on behalf of the facility who has areason-
ably anticipated risk for skin, eye, mucous membrane, or
parenteral contact with blood have and use personal
protective equipment and expendables needed to imple-
ment the precautionsrequired by thisrule and the Indiana
occupational safety and health administration’s
bloodborne pathogens standard (as found in 29 CFR
1910.1030).

(b) The operator shall require tattoo artists and body
piercers, anyone employed by the facility, or anyone
acting on behaf of the facility who has a reasonably
anticipated risk for skin, eye, mucous membrane, or
parenteral contact with blood to provide evidence of
compliance with the universal precautions education
reguirements contained in section 27 of thisrule.

(c) The operator shall display adescription of compli-
ance with the requirements contained in subsection (d).

(d) The operator shall display written materials pre-
pared or approved by the department explaining universal
precautions and patrons’ rights under this rule. These
materials shall include information on how to report
violations of universal precautions and shall include
information regarding the department’ s dutiesto investi-
gate. (Indiana State Department of Health; 410 |AC 1-5-
25; filed May 12, 1998, 10:00 a.m.: 21 IR 3817; errata
filed Aug 31, 1998, 1:.08 p.m.: 22 IR 127; filed Jun 30,
2000, 4:10 p.m.: 23R 2711)

410 1AC 1-5-26 Operator policies
Authority: IC 16-19-3-4.1; IC 16-19-3-4.2
Affected: IC 16-19-3

Sec. 26. The operator shall develop awritten policy in
compliance with this rule and the requirements of the
Indiana occupational safety and health administration’s
bloodborne pathogen standard (as found in 29 CFR
1910.1030) that:

(1) requires the use of universal precautions when

performing tattooing or body piercing and any activity

or duty that includes any reasonably anticipated skin,
eye, mucous membrane, or parenteral contact with
blood or OPIM;

(2) requires disinfection or sterilization of contami-

nated reusable items;

4101AC 1-5-28

(3) includesthe saf e handling of infectious waste; and

(4) provides sanctions, including discipline and dis-

missal, if warranted, for failure to use universal pre-

cautions or handle infectious waste safely, or both.
(Indiana State Department of Health; 410 IAC 1-5-26;
filed May 12,1998, 10:00 a.m.: 21 IR 3818; filed Jun 30,
2000, 4:10 p.m.: 23 IR 2711)

4101 AC 1-5-27 Tattoo artist and body piercer mini-
mum training and certification

requirements
Authority: IC 16-19-3-4.1; IC 16-19-3-4.2
Affected: IC 16-19-3

Sec. 27. (a) All tattoo artists, body piercers, anyone
employed by the facility, and anyone acting on behalf of
the facility, who has a reasonably anticipated risk for
skin, eye, mucous membrane, or parenteral contact with
blood or OPIM shall complete the training program that
isrequired under the requirements of theIndianaoccupa-
tional safety and health administration’s bloodborne
pathogen standard (asfound in 29 CFR 1910.1030). The
programs under this section shall be asfollows:

(1) A bloodborne pathogen training session provided

by the operator meeting the requirements under the

Indianaoccupational safety and hedthadministration’s

bloodborne pathogens standard (as found in 29 CFR

1910.1030).

(2) Any bloodborne pathogen continuing education

program provided by a health care agency.

(b) All tattoo artists, body piercers, anyone employed by
thefacility, and anyone acting on behdf of the facility, who
has a reasonably anticipated risk for skin, eye, mucous
membrane, or parentera contact with blood or OPIM must
be trained in the facility's policies on the handling of
infectiouswaste. (Indiana Sate Department of Health; 410
IAC 1-5-27; filed May 12, 1998, 10:00 am.: 21 IR 3818;
filed Jun 30, 2000, 4:10 p.m.: 231R2712)

410 |AC 1-5-28 Patron records
Authority: 1C 16-19-3-4.1; 1C 16-19-3-4.2
Affected: 1C 16-19-3

Sec. 28. Records of each patron shall be maintained by
the operator for two (2) years. The record shall include
the following, but not be limited to:

(1) Patron’s name.

(2) Address.

(3) Age.

(4) Date tattooed or body pierced.

(5) Design of the tattoo.

(6) Location of the tattoo or body piercing on the

patron’s body.
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(7) The name of the tattoo artist or body piercer who

performed the work.

(8) Jewelry or other decoration used.
(Indiana Sate Department of Health; 410 IAC 1-5-28;
filed May 12, 1998, 10:00 a.m.: 21 1R 3818; filed Jun 30,
2000, 4:10 p.m.: 231R 2712)

410 1AC 1-5-29 IlIness
Authority: 1C 16-19-3-4.1; IC 16-19-3-4.2
Affected: 1C 16-19-3

Sec. 29. Tattoo artistsor body piercerswho are experi-
encing symptoms of acute disease that include, but are
not limited to:

() diarrhes;

(2) vomiting;

(3) fever;

(4) rash;

(5) productive cough;

(6) jaundice; or

(7) draining (or open) skin infections, boils, impetigo,

or scabies;
shall refrain from providing tattoos or body piercing.
(Indiana Sate Department of Health; 410 IAC 1-5-29;
filedMay 12,1998, 10:00 a.m.: 21 IR 3818; filed Jun 30,
2000, 4:10 p.m.: 23R 2712)

410 1AC 1-5-30 Handwashing
Authority: IC 16-19-3-4.1; IC 16-19-3-4.2
Affected: IC 16-19-3

Sec. 30. (a) Handwashing facilities shall be readily
accessible where tattooing or body piercing, or both, is
provided.

(b) Hands shall be washed with soap and running
water immediately before putting on gloves and after
removal of gloves or other persona protective equip-
ment.

(c) Only single-usetowel sshall beused. (Indiana Sate
Department of Health; 410 IAC 1-5-30; filed May 12,
1998, 10:00 a.m.: 21 IR 3818; filed Jun 30, 2000, 4:10
p.m.. 231R 2712)

410 IAC 1-5-31 Personal protective equipment
Authority: |C 16-19-3-4.1; IC 16-19-3-4.2
Affected: |C 16-19-3

Sec. 31. Appropriate persona protective equipment
shall be worn asfollows:

(1) A clean protective clothing layer shall be worn

whenever there is a reasonably anticipated risk of

contamination of clothing by blood or OPIM.

(2) Masksin combination with eye protection devices,

such as goggles or glasses with solid side shield, or
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chin length face shield, shall be worn whenever
splashes, spray, splatter, or droplets of blood or OPIM
may be generated and eye, nose, or mouth contamina-
tion can be reasonably anticipated.
(3) Disposable gloves, such assurgical or examination
type, shall be worn during the tattooing or body
piercing process. Glovesshall bechanged and properly
disposed of each time there is an interruption in the
application of the tattoo or body piercing, when the
gloves become torn or punctured, or whenever the
ability tofunctionasabarrier iscompromised. Dispos-
able gloves shall not be reused.
(4) Gloves shal be worn when decontaminating
environmental surfaces and equipment.
(Indiana Sate Department of Health; 410 IAC 1-5-31,
filed May 12,1998, 10:00 a.m.: 21 IR 3818; filed Jun 30,
2000, 4:10 p.m.: 23R 2712)

410 1AC 1-5-32 Tattooing equipment
Authority: IC 16-19-3-4.1
Affected: |C 16-19-3-4.1

Sec. 32. (8) Only single-use razors shall be used to
shave the area to be tattooed.

(b) All stencils shall be properly disposed of after a
single use.

(c) If thedesignisdrawn directly onto the skin, it shall
be applied with asingle-use article only. (Indiana State
Department of Health; 410 IAC 1-5-32; filed May 12,
1998, 10:00 a.m.: 21 IR 3819)

410 1AC 1-5-33 Needles
Authority: IC 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 33. (a) Needlesshall beindividually packaged and
sterilized prior to use.

(b) Needles shall be single-use only.

(c) Needles shal be discarded in sharps containers
immediately after use.

(d) Contaminated needles shall not be bent or broken
or otherwise manipulated by hand. (Indiana Sate De-
partment of Health; 4101AC 1-5-33; filed May 12, 1998,
10:00 a.m.: 21 IR 3819)

410 I AC 1-5-34 Reusable equipment
Authority: |C 16-19-3-4.1; IC 16-19-3-4.2
Affected: |C 16-19-3

Sec. 34. (a) Heating procedures capabl e of sterilization
must be used when heat stabl e, nondi sposabl e equipment
is sterilized.

(b) Equipment that is to be sterilized shall be put in
single-use packaging.
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(c) Records must be maintained to document the
following:

(1) Duration of sterilization technique.

(2) Determination of effective sterility, such as use of

abiological indicator, is performed monthly.

(3) Equipment is maintained as recommended by the

owner's manual, and proof is available that the

owner’s manual recommendations are reviewed
monthly.

(d) Reusable contaminated equipment shall not be
stored or processed in amanner that requires any person
to reach by hand into the containers where these sharp
items have been placed.

(e) Reusable contaminated equipment shall be:

(1) placed in puncture-resistant containers,

(2) labeled with the biohazard symbol;

(3) leakproof on both sides and bottom; and

(4) stored in a manner that does not require reaching

by hand into the container where the equipment is

stored until cleaning prior to sterilization.

() Reusable contaminated equipment shall be effec-
tively cleaned prior to sterilization or disinfection.

(g9) Any reusable contaminated equipment that comes
into direct contact, or islikely to comeinto direct contact,
with an instrument that penetrates the skin other than a
piercing gun shall be effectively cleaned and sterilized
prior to use.

(h) All sterilized equipment shall not be removed from
wrappers or sterilizer packaging until immediately prior
to use.

(i) Any reusable equipment that comes into contact
with mucus [sic., mucous] membranes shall be effec-
tively cleaned and sterilized prior to use.

(j) Piercing guns shall be cleaned and undergo, at a
minimum, high level disinfection after each use and
whenever visibly contaminated.

(k) All reusable equipment that has contact with intact
skin shall undergo, at a minimum, intermediate level
disinfection.

() All other equipment used during the tattooing or
body piercing procedure shall be single use, including
corks.

(m) All body piercers and tattoo artists shall comply
with al other equipment manufacturer’s recommenda-
tions. (Indiana State Department of Health; 4101AC 1-5-
34; filed May 12, 1998, 10:00a.m.: 211R 3819; filed Jun
30, 2000, 4:10 p.m.: 23 IR 2713)

410 1AC 1-5-35 Dyes or pigments or other objects
placed under the skin
Authority: IC 16-19-3-4.1; IC 16-19-3-4.2
Affected: IC 16-19-3

4101AC 1-5-36

Sec. 35. (@) All dyesor pigmentsused in tattooing shall
be from professional suppliers specifically providing
dyes or pigments for the tattooing of human skin.

(b) In preparing dyes or pigments to be used by tattoo
artists, only nontoxic, sterile materials shall be used.
Single-use or individual portions of dyes or pigmentsin
clean, single-usecontainersshall beused for each patron.

(c) After tattooing, the remaining unused dye or
pigment in single-use or individual containers shall be
discarded along with the container.

(d) Any object placed under the skin shall be sterile.
(Indiana State Department of Health; 410 IAC 1-5-35;
filed May 12, 1998, 10:00 a.m.: 21 1R 3819; filed Jun 30,
2000, 4:10 p.m.: 23 IR 2713)

410 |AC 1-5-36 Work environment
Authority: 1C 16-19-3-4.1; I1C 16-19-3-4.2
Affected: 1C 16-19-3

Sec. 36. (d) No tattooing or body piercing shall be
conducted in any room used as living quarters or in any
room that opensdirectly into living or sleeping quarters.

(b) Live animals shall be excluded from areas where
tattooing or body piercing is being conducted. This
exclusion does not apply to the following:

(1) Patrol dogs accompanying security or police

officers.

(2) Guide dogs accompanying the following:

(A) Blind persons.

(B) Partially blind persons.

(C) Physically disabled persons.
(D) Guide dog trainers.

(E) Persons with impaired hearing.

(c) Edting, drinking, smoking, applying cosmetics, or
handling contact lenses shall not be alowed in work areas
wherethereisalikelihood of exposureto blood or OPIM.

(d) Food and drink shall not be kept in areas where
thereisareasonably anti cipated risk of exposureto blood
or OPIM.

(e) All equipment and environmental surfaces shdl be
cleaned and disinfected after contact with blood or OPIM.

(f) Environmental surfaces and equipment not requir-
ing sterilization that have been contaminated by blood
shall be cleaned and disinfected.

(9) All work surfaces shall be:

(1) nonabsorbent;

(2) easily cleanable;

(3) smooth; and

(4) freeof:

(A) breaks;

(B) open seams;
(C) cracks;

(D) chips;
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(E) pits; and
(F) similar imperfections.
(h) Disinfectant solutions shall be:
(1) a hospital grade, tuberculocidal Environmental
Protection Agency (EPA) registered disinfectant; or
(2) sodium hypaochlorite, five-tenths percent (0.5%)
concentration, by volume (common household bleach
in ten percent (10%) concentration in water); the
solution shall be dated and shall not be used if it is
more than twenty-four (24) hours old.
(Indiana Sate Department of Health; 410 IAC 1-5-36;
filed May 12, 1998, 10:00 a.m.: 21 IR 3821, erratafiled
Aug 31, 1998, 1:08 p.m.: 22 IR 127; filed Jun 30, 2000,
4:10 p.m.: 23R 2713)

410 | AC 1-5-37 I nfectious waste containment
Authority: 1C 16-19-3-4.1
Affected: 1C 16-19-3-4.1

Sec. 37. (a) Contaminated disposable needles or
instruments shall be:

(1) stored in:

(A) leak-resistant; and
(B) puncture-resistant;

containers,

(2) tightly sealed to prevent expulsion;

(3) labeled with the biohazard symbol; and

(4) effectively treated in accordancewiththisrule prior

to being stored in an unsecured areaand sent for final

disposal.

(b) Infectious wastes that are not contaminated sharps
or objects that could potentially become contaminated
sharpsshall be placed in containers that meet thefollow-
ing requirements:

(1) Impervious to moisture.

(2) Sufficient strength and thicknessto prevent expulsion.

(3) Secured to prevent leakage expulsion.

(4) Labeled with the biohazard symbol.

(5) Effectively treated in accordance with this rule

prior to being placed in an unsecured area and sent for

final disposal.

(c) If infectious wasteis stored prior to final disposal,
all personssubject to thisruleshall storeinfectiouswaste
in a secure areathat:

(2) islocked or otherwise secured to eliminate access

by or exposure to the general public;

(2) affords protection from adverse environmental

conditions and vermin; and

(3) has a prominently displayed biohazard symbol.

(d) Infectious waste shall be stored in a manner that
preservestheintegrity of the container and is not condu-
civeto rapid microbial growth and putrefaction.

(e) Disinfect reusablecontainersfor infectiouswasteeach
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timethat they areemptied unlessthe surfaces of thereusable
containers have been protected from contamination by
disposable liners, bags, or other devices that are removed
with the infectious waste. (Indiana Sate Department of
Health; 4101AC 1-5-37; filed May 12, 1998, 10:00a.m.: 21
IR3820; errata filed Aug 31, 1998, 1:08 p.m.: 22 IR 127)

4101AC 1-5-38 Treatment and transport of infec-

tious waste
Authority: 1C 16-19-3-4.1; I1C 16-19-3-4.2
Affected: 1C 16-19-3

Sec. 38. (a) All operators shall ensure that infectious
wasteiseither treated on-sitein accordancewiththisrule
or transported off-site for treatment in accordance with
thisrule.

(b) A treatment is effectiveif it reducesthe pathogenic
qualities of infectious waste for safe handling, is de-
signed for the specific wasteinvolved, and is carried out
in amanner consistent with thisrule. Effective treatment
may include:

(1) incineration in an incinerator designed to accom-

modate infectious waste;

(2) steam sterilization;

(3) chemical disinfection under circumstances where

safe handling of the waste is assured;

(4) thermal inactivation;

(5) irradiation; or

(6) discharge in a sanitary sewer or septic system that

is properly installed and operating in accordance with

state and local laws.

(c) All persons subject to this rule shall:

(1) transport infectious wastein a manner that reason-

ably protects waste haulers and the public from con-

tracting a dangerous communicable disease; and

(2) effectively treat infectious waste in accordance

with this rule before it is compacted.

(d) The operator shall ensure that infectious waste,
effectively treated or not istransported of f-sitein compli-
ance with 410 IAC 1-3. (Indiana State Department of
Health; 410 |AC 1-5-38; filed May 12, 1998, 10:00a.m.:
21 IR 3821; erratafiled Aug 31, 1998, 1:08 p.m.: 22 IR
127; filed Jun 30, 2000, 4:10 p.m.: 23 IR 2714)

Rule 6. Offering of Human I mmunodeficiency
VirusInformation and Counseling and Human
Immunodeficiency Virus Testing

4101AC1-6-1  Applicability

4101AC 1-6-2  “Department” defined

4101AC1-6-3  “Prenatal care provider” defined

4101AC1-6-4  Human immunodeficiency virusinforma-
tion and counseling to a pregnant patient

4101AC1-6-5  Reasonsfor not offering a human immuno-

deficiency virustest
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4101AC 1-6-6
4101AC 1-6-7
4101AC 1-6-8

Human immunodeficiency virus test
Documentation
Compliance

4101AC 1-6-1 Applicability
Authority: |1C 16-19-3-5
Affected: |C 16-41-6-2.5

Sec. 1. The definitions in this rule apply throughout
thisrule. (Indiana State Department of Health; 410 IAC
1-6-1; filed Feb 9, 1999, 5:13 p.m.: 22 IR 1970)

4101AC 1-6-2 “Department” defined
Authority: IC 16-19-3-5
Affected: |1C 16-41-6-2.5

Sec. 2. “Department” means the Indiana state depart-
ment of health. (Indiana State Department of Health; 410
IAC 1-6-2; filed Feb 9, 1999, 5:13 p.m.: 22 IR 1970)

4101AC 1-6-3 “Prenatal careprovider” defined
Authority: |1C 16-19-3-5
Affected: |C 16-41-6-2.5; IC 25-22.5; IC 25-23

Sec. 3. “Prenatal care provider” means:

(1) aphysician licensed under 1C 25-22.5;

(2) aregistered nurse licensed under 1C 25-23;

(3) alicensed practica nurse licensed under IC 25-23; or

(4) an advanced practice nurse licensed under |C 25-23;
who provides prenatal care within the scope of the
provider’slicense. (Indiana Sate Department of Health;
4101AC 1-6-3; filed Feb 9, 1999, 5:13 p.m.: 221R1971)

4101AC 1-6-4 Human immunodeficiency virus
information and counseling to a
pregnant patient
Authority: |1C 16-19-3-5
Affected: |C 16-41-6-2.5

Sec. 4. (a) Theprenatal care provider primarily respon-
sible for providing prenatal care to a pregnant patient
shall offer human immunodeficiency virus (HIV) infor-
mation and counseling to the pregnant patient. The
information and counseling must include the following:

(1) A description of the methods of human immunode-

ficiency virus (HIV) transmission.

(2) A discussion of risk reduction behavior modifica

tions, including methodsto reduce therisk of perinatal

transmission.

(3) Referral information to other human immunodefi-

ciency virus (HIV) prevention and psychosocial

services, if appropriate, including anonymous and
confidential test sites approved by the state depart-
ment.

4101AC 1-6-7

(b) A group practice, clinic, or hospital shall designate,
in writing, a health care professional to implement this
rule. (Indiana Sate Department of Health; 410 |AC 1-6-
4; filed Feb 9, 1999, 5:13 p.m.: 22 IR 1971)

4101AC 1-6-5 Reasons for not offering a human

immunodeficiency virustest
Authority: |1C 16-19-3-5
Affected: |C 16-41-6-2.5

Sec. 5. The prenatal care provider primarily responsi-
blefor providing prenatal careto apregnant patient shall
offer an[sic., a] human immunodeficiency virus (HIV)
test to the patient unless:

(1) a positive human immunodeficiency virus (HIV)

test result is already documented in the patient’'s

medical record; or

(2) the patient has acquired immune deficiency syn-

drome (AIDS) as diagnosed by a physician.

(Indiana State Department of Health; 410 IAC 1-6-5;
filed Feb 9, 1999, 5:13 p.m.: 22 IR 1971)

4101AC1-6-6 Humanimmunodeficiency virustest
Authority: IC 16-19-3-5
Affected: |C 16-41-6-2.5

Sec. 6. (@) Inoffering an [sic., @] human immunodefi-
ciency virus (HIV) test under section 5 of this rule, the
prenatal care provider shall discuss the following with
the pregnant patient:

(1) The purpose of the human immunaodeficiency virus

(HIV) test.

(2) The risk and benefits of the human immunodefi-

ciency virus (HIV) test.

(3) The voluntary nature of the human immunodefi-

ciency virus (HIV) test.

(b) If the pregnant patient voluntarily consents to
human immunodeficiency virus (HIV) testing, the
prenatal care provider shall arrange for human immuno-
deficiency virus (HIV) testing directly or by referral,
including referral to anonymous and confidential test
sitesapproved by the department. (Indiana State Depart-
ment of Health; 410 |AC 1-6-6; filed Feb 9, 1999, 5:13
p.m.: 22 IR 1971)

410 |AC 1-6-7 Documentation
Authority: IC 16-19-3-5
Affected: 1C 16-41-6-2.5

Sec. 7. (a) Theprenatal care provider primarily respon-
sible for providing prenatal care to a pregnant patient
shall document in the patient’s medical record that the
prenatal care provider offered the following to the
patient:
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(1) Humanimmunodeficiency virus(HI V) information

and counseling.

(2) An[sic., A] humanimmunodeficiency virus(HIV)

test.

(b) Documentationinthepatient’ smedical record must
include notation that the following was offered to the
patient:

(1) A description of the methods of human immunode-

ficiency virus (HIV) transmission.

(2) A discussion of risk reduction behavior modifica

tions, including methodsto reduce therisk of perinatal

transmission.

(3) Referral information to other human immunodefi-

ciency virus (HIV) prevention and psychosocial

services, if appropriate, including anonymous and
confidential test sites approved by the department.

(4) Discussion of the purpose of the human immunode-

ficiency virus (HIV) test.

(5) Discussion of the risk and benefits of the human

immunodeficiency virus (HIV) test.

(6) Discussion of the voluntary nature of the human

immunodeficiency virus (HIV) test.

(7) Documentation that the patient understood the

information offered.

(c) Signature by the patient on aform provided by the
department, or one which is substantially similar, ac-
knowledging that she hasbeen provided and hasread, or,
if unableto read and understand, has had the contents of
the document read and explained to her by her prenatal
care provider to her satisfaction, complies with the
requirements of this section. (Indiana Sate Department
of Health; 410 IAC 1-6-7; filed Feb 9, 1999, 5:13 p.m.;
22 1R 1971)

4101AC 1-6-8 Compliance
Authority: IC 16-19-3-5
Affected: |C 16-41-6-2.5; IC 16-41-9-12

Sec. 8. Compliance with this rule may be enforced under
IC 16-41-9-12. (Indiana Sate Department of Health; 410
IAC 1-6-8; filed Feb 9, 1999, 5:13 p.m.: 22 IR 1972)

ARTICLE 2. TUBERCULOSISCONTROL
Rulel. Genera Regulations
Rule 2. Tuberculosis Out-Patient Clinic Subsidy Payments

Rule 1. General Regulations

4101AC2-1-1  Definitions

4101AC2-1-2  Reporting requirements

4101AC2-1-3  Moving patient; permission

4101AC2-1-4  Moving patient between jurisdictions;
report

4101AC2-1-5  X-rays of school employees

4101AC2-1-6  Hospita passes
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410 |AC 2-1-1 Definitions
Authority: 1C 16-19-3-4; |C 16-19-3-5
Affected: 1C 16-41

Sec. 1. Definitions. Unless the provisions of the
context otherwise require, the definitions herein con-
tained shall govern the construction of these regulations
[4101AC 2-1].

(1) Tuberculosis Infection—-Any person who gives
evidence of tuberculosis infection by means of a
positivetuberculinreactionor clinical findingsor x-ray
or bacteriological examination without regard to
development or activity of disease.
(2) Infectious State-A case of pulmonary tuberculosis
in which the chest x-ray interpretation, the laboratory
findings, the physical findings or any combination of
these informative sources indicate active disease, and
in all cases of extrapulmonary form in which tubercle
bacilli are found in the discharge from the disease
process.

(3) Suspect Case-Any person having a pulmonary or

other lesion that may, but is not yet proven to be,

tuberculosis; also, any person with symptoms sugges-
tive of tuberculosis, with or without x-ray shadows.

(4) Contact—An individual who has been in intimate

association with an infectious case of tuberculosisin

the home or equivalent.

(5) Associate-Any person in close association with a

tuberculin reactor, as differentiated from a person in

close association with a diagnosed case of tuberculo-
sis.

(6) Diagnostic X-ray—Thisisinterpreted asal4” x 17"

film.

(Indiana Sate Department of Health; Reg HT 1R,; filed
Mar 14, 1972, 3:45 pm: Rules and Regs. 1973, p. 205;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 2-1-2 Reporting requirements
Authority: IC 16-19-3-4; IC 16-19-3-5
Affected: IC 16-41

Sec. 2. Typeof Casesto be Reported. In additiontothe
identifying information the following shall be reported:
(1) Pulmonary Disease-The extent of the pulmonary
lesions and the clinical status as interpreted and
defined in the 1969 edition of “Diagnostic Standards
and Classifications of Tuberculosis’, published by the
National Tuberculosis Association, New Y ork, New
York, copies of which are available in the Supreme
Court Library, office of the Attorney General and the
office of the Commissioner of the State Board of
Hedlth.
(2) Extrapulmonary—The site and clinical status of
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disease.
(3) Positive Tuberculin Reactor—The measurement of
the Mantoux tuberculin test, using Intermediate
PPD(t), in millimeters, diagnostic chest x-ray findings
and final diagnosis as either primary active, primary
inactive or adult tuberculosis. If other than the
Mantoux skin test is used, al positive reactorsto such
tests are to be confirmed by the Mantoux skin test.
(Indiana Sate Department of Health; Reg HT 2R,; filed
Mar 14, 1972, 3:45 pm: Rules and Regs. 1973, p. 206;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 2-1-3 Moving patient; permission
Authority: IC 16-19-3-4; IC 16-19-3-5
Affected: IC 16-41

Sec. 3. Moving Peatient. Permission of the local hedth
officer having jurisdiction is to be obtained for removal of
infectious patients from one dwelling to another within his
jurisdiction. (Indiana Sate Department of Health; Reg HT
3R; filed Mar 14, 1972, 3:45 pm: Rulesand Regs. 1973, p.
206; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 2-1-4 Moving patient between jurisdic-

tions; report
Authority: IC 16-19-3-4; IC 16-19-3-5
Affected: IC 16-41

Sec. 4. Moving of Patient Into or Out of a Health
Jurisdiction. Whenever any loca health officer learns
that any person with infectious or noninfectioustubercu-
losis has been or is being transported into or out of his
health jurisdiction, the health officer shall immediately
notify the Indiana State Board of Health of such move-
ment. Both the new and old address shall be stated.
(Indiana Sate Department of Health; Reg HT 4R,; filed
Mar 14, 1972, 3:45 pm: Rules and Regs. 1973, p. 206;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 2-1-5 X-rays of school employees
Authority: IC 16-19-3-4; IC 16-19-3-5
Affected: IC 16-41

Sec. 5. X-rays. Any diagnostic film submitted for
review for school employees examination requirements
shall have the date the film was taken, the name or
number identification of the patient, in a readable posi-
tiononthefilm. The contrast and density of thefilmshall
be such that the detail of thelung parenchymais satisfac-
tory to the examining physician. (Indiana State Depart-
ment of Health; Reg HT 5R; filed Mar 14, 1972, 3:45
pm: Rules and Regs. 1973, p. 206; readopted filed Jul
11, 2001, 2:23 p.m.;: 24 IR 4234)

4101AC 2-2-1

4101AC 2-1-6 Hospital passes
Authority: IC 16-19-3-4; IC 16-19-3-5
Affected: IC 16-41

Sec. 6. Patient Passes. Passes from the tuberculosis
sanatoria or hospitals shall be restricted to individuals
with a negative sputum; except in extenuating circum-
stances. Infectious cases may transfer from the hospital
to their home only on written approval of thelocal health
officer. (Indiana State Department of Health; Reg HT
7R; filed Mar 14, 1972, 3:45 pm: Rules and Regs. 1973,
p. 207; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

Rule 2. Tuberculosis Out-Patient Clinic Subsidy

Payments
4101AC2-2-1  Définitions
4101AC 2-2-2  Fecility standards
4101AC2-2-3  Physician referral required
4101AC 2-2-4  State subsidy payment
4101AC2-2-5  Filing subsidy claim

410 1AC 2-2-1 Déefinitions
Authority: IC 16-46-9-5
Affected: 1C 16-46-9

Sec. 1. Definitions-Unless the provisions of the
context otherwise require, the definitions herein con-
tained shall govern the construction of these regulations
[4101AC 2-2].

(1) “Local clinic”, “out-patient care center”, and “ out-

patient treatment center” are considered synonymous

terms and may be used interchangeably.

(2) Contract private physician—Means any private

physician with whom the State Board of Health has

currently entered into a contract to provide services
pursuant to Sec. 1, IC 1971, 16-3-4-1/4 [IC 16-3 was
repealed by P.L.2-1993, SECTION 209, effective July

1, 1993, as originaly enacted in the acts of 19609,

Chapter 424.

(3) Clinicvisit—For thepurposeof 1IC 1971, 16-3-4-1/4

[1C 16-3wasrepealed by P.L.2-1993, SECTION 209,

effective July 1, 1993], as originally enacted in the

acts of 1969, Chapter 424, as amended by Public Law

209, Acts 1971, means those instances during which

patient is examined and treated by a physician at a

location as designated in (1) above.

(a) Visitsfor the purpose of completion of previous
tests or treatments shall be deemed to not constitute
aseparate visit.
(Indiana Sate Department of Health; Reg HT 9; filed
Mar 14, 1972, 3:45 pm: Rules and Regs. 1973, p. 207,
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
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410 1AC 2-2-2 Facility standards
Authority: IC 16-46-9-5
Affected: |C 16-46-9

Sec. 2. Facility Standards. (1) Each facility as speci-
fied in HT 9 (1) [410 IAC 2-2-1(1)] above shall be
required to:

(a) Be approved by the State Board of Health.

(b) Haveequipment, or have contractual arrangements,

to permit the taking of diagnostic chest x-ray film.

(c) Have the services of a physician with training in

diseases of the chest.

(d) Have needed equipment and materials to perform

aMantoux skin test.

(e) Have State Board of Health approved capability for

laboratory services to permit examination of sputum

for tubercle bacilli, sensitivity tests to the
antituberculosis antibiotics, and has facilities to
differentiate the unclassified acid fast organisms.

(f) Have required professional assistance to permit

recording of the following essential data for each

patient: history, physical examination, x-ray findings,

Mantoux skin tests, laboratory findings, diagnosisand

recommendations, treatment and progress reports,

nurse visits and observations, social information and
rehabilitation appraisal and recommendations.

(9) Geographical location of the facility shall be in

accordance with the general program of the Indiana

State Board of Health in the control and eradication of

tuberculosis and must be area wide in concept and

service.
(Indiana Sate Department of Health; Reg HT 10; filed
Mar 14, 1972, 3:45 pm: Rules and Regs. 1973, p. 207,
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 2-2-3 Physician referral required
Authority: IC 16-46-9-5
Affected: |C 16-46-9

Sec. 3. Only those patientswho arereferred by aphysician
may be accepted by any out-patient care center coming
within the purview of 1C 1971, 16-3-4-1/4 [IC 16-3 was
repealed by P.L.2-1993, SECTION 209, effective July 1,
1993], asorigindly enactedintheactsof 1969, Chapter 424
asamended by Public Law 209, Acts 1971, Indiana Generd
Assembly. (Indiana State Department of Health; Reg HT
11; filed Mar 14, 1972, 3:45 pm: Rules and Regs. 1973, p.
208; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 2-2-4 State subsidy payment
Authority: |C 16-46-9-5
Affected: |C 16-46-9

Sec. 4. (1) Determination of source of payment—The
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county of residence of the referred patient shall havethe
soleresponsibility for the determination and certification
of the fact that the referred county resident isfinancially
unable to pay such clinic costs.
(@) Proper county officials will submit, on forms
furnished by the State Board of Health, assurance to
the clinic that the county will pay the entire cost of
examination and treatment for those patients finan-
cialy unableto pay.
(b) The out-patient treatment center will bill the county
of residencefor services provided those patientswhom
the county has certified as being financially unable to
pay such costs. The entire charge will, however, be
reduced and so shown on the billing in the amount of
$5.00 per each “examination and treatment visit”,
which reduction represents a state subsidy in the
interest of the control of tuberculosis.
(c) The state subsidy will not be paid until an official
morbidity report is filed with the local health officer
and the State Board of Health.
(Indiana Sate Department of Health; Reg HT 12; filed
Mar 14, 1972, 3:45 pm: Rules and Regs. 1973, p. 208;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 2-2-5 Filing subsidy claim
Authority: IC 16-46-9-5
Affected: |C 16-46-9

Sec. 5. (1) Claim filing—On the first day of January,
April, July, and October, the director of the out-patient
treatment center providing the services within the provi-
sions of IC 1971, 16-3-4-1/4 [IC 16-3 was repealed by
P.L.2-1993, SECTION 209, effective July 1, 1993.], as
originally enacted in the acts of 1969, Chapter 424 as
amended by Public Law 209, Acts1971, IndianaGenera
Assembly, and these regulations, shall, on forms pro-
vided by the State Board of Health, list by name, those
patients for whom such “examination and treatment”
state subsidy payment is requested.

(a) Each “examination and treatment” clinic visit will

be eligible for state subsidy, provided the county of

residence has paid the clinic charge, less the $5.00
state subsidy for each resident unable to pay the same.

Distribution of moniestothe several countiespursuant

to Sec. 3, IC 1971, 16-3-4-1/4 [1C 16-3 was repealed

by P.L.2-1993, SECTION 209, effectiveJuly 1,1993],

as originally enacted in the acts of 1969, Chapter 424

as amended by Public Law 209, Acts 1971, Indiana

General Assembly, shall be through the payment of

$5.00 state subsidy to the various clinics.

(Indiana State Department of Health; Reg HT 13; filed
Mar 14, 1972, 3:45 pm: Rules and Regs. 1973, p. 208;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
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ARTICLE 3. MATERNAL AND CHILD
HEALTH
Rulel.  Vision Acuity Testing
Rule1.1. Visua Acuity Testing; Modified Clinical Tech-
nique
Lead Poisoning Testing; Sickle Cell Anemia Testing
Examination of Infants for Disorders

Rule 2.
Rule 3.

Rule 1. Vision Acuity Testing
NOTE: Thisrulewas promulgated jointly with the state
board of education and also appears at 511 |AC 4-2-1.
410IAC3-1-1  Testing

4101AC3-1-2  Testing procedures; standards
4101AC 3-1-3  Quadification of testers
410IAC 3-1-4  Reports

4101AC 3-1-1 Testing
Authority: IC 20-8.1-7-16
Affected: 1C 20-8.1-7-16

Sec. 1. (a) All school corporations shall conduct an
annual screening test of the visual acuity of all children
enrolled in or transferred to grades 3 and 8 and all other
school children suspected of having avisua defect.

(b) Equipment for testing visual acuity shall consist of
the following:

(1) The minimum equipment to be used shall be a

Snellen Chart illuminated by two (2) sixty (60) watt

bulbs.

(2) The Snellen E Chart shall be used for grade 3.

(3) The Snellen Alphabetical Chart shall be used for

grade 8.

(4) The use of testing equipment equivalent to or more

elaboratethan the Snellen test isat thediscretion of the

local school system and shall be based on the recom-
mendationsof theschool's prof essional healthadvisory

Sources.

(Indiana Sate Department of Health; Reg MCH 1,A;
filed Mar 21, 1960: Rules and Regs. 1961, p. 217; filed
May 11, 1988, 4:30 pm: 11 IR 3539; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3-1-2 Testing procedures; standards
Authority: |C 20-8.1-7-16
Affected: |C 20-8.1-7-16

Sec. 2. Procedures for vision testing are as follows:
(1) Equipment shall be used asfollows:
(A) The Snellen Chart (E or Alphabetical) shall be
used at a distance of twenty (20) feet.
(B) The lamps used to illuminate the chart shall be
placed one (1) foot from the chart.
(2) The following standards apply:
(A) Childrenin grade 3 who are unable to read with

4101AC3-1-4

each eye the 20/30 line of the Snellen Chart shall be
recommended for further examination based upon
the recommendations of the professional advisors of
a school's eye screening program.
(B) Children in grade 8 who are unable to read with
each eye the 20/20 line of the Snellen Chart shall be
recommended for further examination.
(C) Parents of children with corrective lenses or
other ocular devices shall be informed of the eye
screening program but these children need not be
referred for further examination.
(Indiana State Department of Health; Reg MCH 1,B;
filed Mar 21, 1960: Rules and Regs. 1961, p. 217; filed
May 11, 1988, 4:30 pm: 11 IR 3539; readopted filed Jul
11, 2001, 2:23 p.m.;: 24 IR 4234)

410 IAC 3-1-3 Qualification of testers
Authority: IC 20-8.1-7-16
Affected: |C 20-8.1-7-16

Sec. 3. The school administrator shall assign the best
qualified person in the school system or school health
service to supervise eye screening tests. (Indiana Sate
Department of Health; Reg MCH 1,C; filed Mar 21,
1960: Rulesand Regs. 1961, p. 218; filed May 11, 1988,
4:30 pm: 11 IR 3539; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC 3-1-4 Reports
Authority: 1C 20-8.1-7-16
Affected: |C 20-8.1-7-16

Sec. 4. Reporting of School Testing Program
(1) Each school corporation shall submit an annual
report of itsvision testing program to the Indiana state
board of health.
(2) The report shall include the following:
(A) the number of children in each grade tested;
(B) the number of children in each grade requiring
further examination;
(C) the number of children receiving further profes-
sional attention;
(D) the type of screening test used;
(E) the person or department supervising thetesting
program.
(3) The school's testing program shall be subject to
review and approval by the state board of education
and the state board of health.
(Indiana Sate Department of Health; Reg MCH 1,D;
filed Mar 21, 1960: Rules and Regs. 1961, p. 218; filed
May 11, 1988, 4:30 pm: 11 IR 3539; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)
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Rule 1.1. Visual Acuity Testing; Modified Clinical
Technique

NOTE: Thisrulewas promulgated jointly with the state

board of education and also appearsat 511 1AC 4-2-1.1.

410IAC 3-1.1-1 Annud vision test

4101AC3-1.1-2 Visud acuity

410 IAC 3-1.1-3 Refractive error

4101AC 3-1.1-4 Externa health of eye

4101AC 3-1.1-5 Interna hedlth of eye

4101AC 3-1.1-6 Binocularity

410 IAC 3-1.1-7 Further examination

4101AC 3-1.1-8 Eyehedlth care professional; qualifications

410 1AC 3-1.1-1 Annual vision test
Authority: 1C 20-8.1-7-16
Affected: 1C 20-8.1-7-16

Sec. 1. Every school corporation shall conduct an
annual visual test, using the modified clinical technique,
of children when they enroll in either kindergarten or
grade 1 unless an eye care professional requests, in
writing, that the child not betested. Themodified clinical
technique consists of testing for vision acuity, refractive
error, ocular health, and binocular coordination. The
school corporation shall use the suggested equipment
unless the professional health personnel of the school
recommend other equivalent or superior equipment.
(Indiana Sate Department of Health; 410 IAC 3-1.1-1;
filed May 11, 1988, 4:30 pm: 11 IR 3540; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3-1.1-2 Visual acuity
Authority: IC 20-8.1-7-16
Affected: |C 20-8.1-7-16

Sec. 2. Totest for visual acuity, the school corporation
shall usethe Snellen Alphabetical, Stycar (HOTV) Chart
or equivalent test. Thechart shall be calibrated at ten (10)
to twenty (20) feet for distance vision and fourteen (14)
inches for near vision. For testing distance vision, the
chart shall beilluminated by two (2) sixty (60) watt bulbs
and for near vision, by one (1) sixty (60) watt bulb. The
chart shall be located at a distance of ten (10) to twenty
(20) feet from the student and calibrated accordingly.
Lamps shall be placed one (1) foot from the chart. The
school shall recommend for further examination those
students who:

(2) are unable to read the 20/40 line with either eye;

(2) with one (1) eye can read aline that is two (2) or

more lines higher or lower on the chart than the line

that can be read with the other eye; or

(3) areunableto read the 20/30 line at 14 inchesusing

both eyes.

(Indiana Sate Department of Health; 410 IAC 3-1.1-2;
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filed May 11, 1988, 4:30 pm: 11 IR 3540; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 3-1.1-3 Refractiveerror
Authority: 1C 20-8.1-7-16
Affected: 1C 20-8.1-7-16

Sec. 3. To test for refractive error, aretinoscope with
loose lenses or alens bar shall be used. The child shall
focus on an object at twenty (20) feet for distance vision
of 3/4 meter (29.53 inches) for near vision. A school
corporation shall recommend for further examination a
student who has:

(1) refraction of + 2.00D or greater;

(2) refraction of - 1.00D or greater;

(3) astigmatism of 1.00D or greater;

(4) anisometropia of 1.00D or greater.

(Indiana Sate Department of Health; 410 IAC 3-1.1-3;
filed May 11, 1988, 4:30 pm: 11 IR 3540; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3-1.1-4 External health of eye
Authority: IC 20-8.1-7-16
Affected: |C 20-8.1-7-16

Sec. 4. To determine the external health of the eyes,
the ocular adnexa, conjunctiva and cornea of the eyes
shall be observed in aroomwith normal illumination and
theillumination from apen light. (Indiana Sate Depart-
ment of Health; 410 IAC 3-1.1-4; filed May 11, 1988,
4:30 pm: 11 IR 3540; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC 3-1.1-5 Internal health of eye
Authority: |C 20-8.1-7-16
Affected: |C 20-8.1-7-16

Sec. 5. Todeterminetheinternal health of the eyes, the
anterior chamber, iris, posterior chamber, lens, vitreous,
optic nerve head, and retina shall be observed with a
direct ophthalmoscope with rheostat, variable aperture
and variable plus and minus lenses. (Indiana Sate
Department of Health; 410 IAC 3-1.1-5; filed May 11,
1988, 4:30 pm: 11 1R 3540; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC 3-1.1-6 Binocularity
Authority: |C 20-8.1-7-16
Affected: |C 20-8.1-7-16

Sec. 6. Binocularity shall be tested respectively at
twenty (20) feet (distance) and fourteen (14) inches
(near). To test the binocularity of the eyes, any of the
following equipment may be used:
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(1) A paddie occuluder [sic.] to aternately cover the
eyes while the opposite eye fixates on a target.

(2) Plastic or glass prisms loose or in a bar or rotary
pedestal to measure manifest or latent deviation.

(3) Stereopsis targets with appropriate testing specta
cles. Disparity shall be recorded in seconds of arc.
(Indiana Sate Department of Health; 410 |IAC 3-1.1-6;
filed May 11, 1988, 4:30 pm: 11 IR 3540; readopted

filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 3-1.1-7 Further examination
Authority: IC 20-8.1-7-16
Affected: 1C 20-8.1-7-16

Sec. 7. The school corporation shall recommend for
further examination those students who demonstrate:

(1) amanifest deviation of any size;

(2) a latent deviation of 10 prism diopters of

exodeviation;

(3) a latent deviation of 8 prism diopters of

esodeviation; or

(4) alack of stereo acuity.
(Indiana Sate Department of Health; 410 IAC 3-1.1-7;
filed May 11, 1988, 4:30 pm: 11 IR 3541; readopted
filed Jul 11, 2001, 2:23 p.m.; 24 IR 4234)

4101AC 3-1.1-8 Eye health care professional;

qualifications
Authority: |C 20-8.1-7-16
Affected: |C 20-8.1-7-16

Sec. 8. Qualification of testers:
(1) The school administrator shall be responsible for
assigning the best qualified person(s) in the school
system or school health service for conducting, super-
vising, and assisting in eye screening.
(2) The school administration shall be responsible for
obtaining the services of a licensed eye hedth care
professional to conduct testing using the modified
clinical technique (internal and external diseasesof the
eye, testing of refraction and binocularity using paddle
occlusion test with prism measurement) for students
upon first entrance into the school.
(Indiana Sate Department of Health; 410 |IAC 3-1.1-8;
filed May 11, 1988, 4:30 pm: 11 IR 3541; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 2. L ead Poisoning Testing; Sickle Cell
Anemia Testing
NOTE: Thisrulewas promulgated jointly with the state
board of education and also appears at 511 |AC 4-2-2.
4101AC 3-2-1  Lead poisoning testing
4101AC3-2-2  Sicklecell anemiatesting

4101AC 3-2-2

410 1AC 3-2-1 Lead poisoning testing
Authority: IC 20-8.1-7-1; IC 20-8.1-7-15
Affected: IC 20-8.1-7-15

Sec. 1. Lead Poisoning Test. Lead poisoning test methods
shdl include one or more of the following acceptable
quantitative test procedures for screening or confirmatory
purposes to determine the content of lead in blood, urine or
other clinia specimen from human sources.

(a) The acceptable quantitative test procedures for the
detection of blood lead shall include the following
methods: dithizone, colorimetric, atomic absorption
spectrophotometric, emission spectroscopic, anodic
stripping voltametric, fluorimetric test for free erythro-
cyte porphyrins (indirect test for blood lead), or any
other procedure shown to be accurate and reliable.

(b) Also acceptable is the quantitative test on urine to

measure elevated urinary ALA (delta-aminolevulnic

acid) asanindirect test for lead poisoning or any other

accurateand reliabletest on urine, specimensof hair or

other clinical specimen from human sources.
(Indiana Sate Department of Health; Rule MCH 2,Sec 1
filed Apr 10, 1974, 2:00 pm: Rulesand Regs. 1975, p. 342;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3-2-2 Sicklecell anemiatesting
Authority: IC 20-8.1-7-1; IC 20-8.1-7-14
Affected: IC 20-8.1-7-14

Sec. 2. Sickle Cell Anemia.

(a) Thesicklecell anemiatesting equipment shall be of
a type generally recognized as suitable to provide
accurate test results by one or more of the test proce-
dures indicated in (c). The equipment may be of
manual or automated design, subjected to whatever
periodic preventive maintenance and quality control
measures are necessary to assure satisf actory operation
and accurate test results.

(b) The qualifications of the sickle cell anemiatesting
personnel shall indicate sufficient training and experi-
ence in the techniques of the tests employed to assure
competency in operation of the testing equipment and
accuracy in the test results obtained.

(c) The sickle cell anemia testing procedures shall
consist of one or more test methods generally recog-
nized as dependable and accurate for the detection of
sickle cell anemia. The test procedures may be of
manual or automated type. The screening tests and/or
confirmatory tests recognized as useful include the
sodium metabisulfite method, the solubility or
dithionite-type tests, hemoglobin electrophoresis
procedures, and other tests which detect sickle cell
anemia.
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(Indiana Sate Department of Health; Rule MCH 2,Sec 2;
filed Apr 10, 1974, 2:00 pm: Rulesand Regs. 1975, p. 342;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 3. Examination of Infantsfor Disorders

4101AC3-3-1  Definitions

4101AC3-3-2  Provision of testing information; religious
objection

4101AC3-3-3 Screening for phenylketonuria,
hypothyroidism, galactosemia,
homocystinuria, maple syrup urine disease,
hemoglobinopathies, congenital adrenal
hyperplasia, and biotinidase deficiency;
collection procedures

4101AC3-3-4  Designated laboratories; requirements to
perform screening tests for disorders

4101AC3-3-5  Laboratory reports

4101AC3-3-6  Maintenance of screening logs; follow-up
of missing results; monthly reports

4101AC3-3-7 Follow-up of positive results, recommenda

tions

4101AC 3-3-7.1 Newborn screening fund; fees; disposition;
reporting regquirements

4101AC3-3-8  Groundsfor filing acomplaint

410 |AC 3-3-1 Definitions
Authority: 1C 16-19-3-4; |C 16-41-17-9
Affected: 1C 16-41-17

Sec. 1. Asused in 410 IAC 3-3:

“Birthing center” means any non-hospital facility in
which live births routinely take place.

“Board” means the Indiana state board of health.

“Galactosemia’ meansan inherited error in the metab-
olism of galactose.

“Hemogl obinopathy” means an abnormal hemoglobin
which results from an inherited defect, some of which
may produce a sickling phenomenon in erythrocytes.

“Homocystinuria” means an inherited error in the
metabolism of methionine.

“Hospital” means a licensed hospital with obstetric
services.

“Hypothyroidism” meansadeficient amount or activity
of thyroid hormone.

“Maple syrup urine disease” means an inherited error
in the metabolism of leucine, isoleucine and valine.

“MCH” means divison of maternd and child hedlth,
genetic diseases section, at the Indianastate board of health.

“Phenylketonuria” means an inherited error in the
metabolism of phenylalanine.

“ Satisfactory blood specimen” means a blood speci-
men on which an accurate laboratory analysis can be
performed for the disorder for which it is submitted.

“Unsatisfactory blood specimen” means any of the
following:
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(1) A filter paper kit on which an insufficient quantity
of blood is obtained.
(2) A filter paper kit on which an accurate analysis or
interpretation cannot be performed due to improper
collection, handling, submission, or a technica or
|aboratory problem.
(3) Cord blood.
(4) Blood from any transfused neonate.
(5) A filter paper kit which does not provide al of the
information regarding the patient as required. The
blood specimen within such a filter paper kit may be
satisfactory according to the criteria above.
(Indiana Sate Department of Health; 410 IAC 3-3-1;
filed Nov 7, 1986, 3:30 pm: 10 IR 415; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3-3-2 Provision of testing information;
religious objection
Authority: IC 16-19-3-4; IC 16-41-17-9
Affected: |C 16-41-17

Sec. 2. (a) The board shall provide public educational
materials, including descriptions of the disorders and of
the screening program, to hospitals, birthing centers,
physicians, midwives, and other health careprovidersfor
distribution to patients. Physicians and midwives en-
gaged in providing prenatal and/or perinatal care shall
provide pregnant women, prior to the estimated date of
delivery, with this information. Hospitals and birthing
centers shall provide each pregnant woman admitted for
delivery with a copy of this information prior to collec-
tion of the blood specimen. If awoman is unableto read
such material, it shall be translated or read to her in a
language she understands.

(b) Any parent or guardian who objects to the testing
for reasons pertaining to religious beliefs only shall so
indicate by signing astatement of informed refusal. Such
obj ection shall become part of the medical record and the
infant shall be exempted from the testing. (Indiana State
Department of Health; 410 |AC 3-3-2; filed Nov 7, 1986,
3:30 pm: 10 IR 416; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC 3-3-3 Screening for phenylketonuria,
hypothyroidism, galactosemia,
homocystinuria, maple syrup urine
disease, hemoglobinopathies, con-
genital adrenal hyperplasia, and
biotinidase deficiency; collection

procedures
Authority: |C 16-19-3-4; |C 16-41-17-9
Affected: |C 16-41-17
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Sec. 3. (@) All newborn infants born in the state of
Indiana shall be screened for:

(1) phenylketonuria;

(2) hypothyroidism;

(3) gaactosemia;

(4) homocystinurig;

(5) maple syrup urine disease;

(6) hemoglobinopathies;

(7) congenital adrenal hyperplasia; and

(8) biotinidase deficiency;
except as provided for in section 2(b) of thisrule.

(b) The responsible physician, midwife, or hospital
shall collect a specimen of the infant’s blood on afilter
paper kit approved by the board. The specimen shall
consist of capillary blood obtained by heel puncture and
applied directly to the special filter paper. All circles
shall be saturated with blood from one (1) side of the
filter paper only. All information requested on the form
attached to the special filter paper shall be provided. The
specimen shall be air dried and then inserted into the
protective envelope with complete data. If multiple
specimens are forwarded in one (1) envelope, care must
be taken to avoid cross-contamination. Completed
specimens shall be forwarded to adesignated |aboratory
within twenty-four (24) hours after collection.

(c) Theinfant’sblood for these tests shall be collected
not earlier than forty-eight (48) hours after birth and not
before the infant has been on a protein diet for at least
twenty-four (24) hours, except asstated in subsection (d),
and no later than one hundred twenty (120) hours after
birth, except as stated in subsection (f).

(d) Whenalivebirth occursinahospital, the responsi-
ble physician shall have a specimen of theinfant’sblood
taken prior to theinfant’ s discharge from the hospital. If
the infant is discharged from the hospital before forty-
eight (48) hours after birth, or before being on a protein
diet for twenty-four (24) hours, a blood specimen shall
be collected regardless, but collection shall be repeated
after forty-eight (48) hoursand nolater than one hundred
twenty (120) hoursafter birth. The hospital administrator
or a designated representative shall provide a written
notice to the parents, guardian, or other legally responsi-
ble person, at or beforedischarge, of therequirementsfor
such newborn to be tested again prior to one hundred
twenty (120) hours after birth.

(e) When a live birth occurs in afacility other than a
licensed hospital, it shall be the responsibility of the
physician or midwifein attendance at the birth to assure
that the newborn is referred to an appropriate facility,
such as a physician office, hospital, or local health
department, and to make the arrangements to obtain and
submit a satisfactory blood specimen in accordance with
this section. In the absence of an attending physician or
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midwife, the registrar of births shall refer the infant
immediately to the parent’s physician or to the loca
health department for submission of a specimen in
accordance with this section and notify the MCH imme-
diately.

() For preterminfants, the specimen shall be taken on
the day of discharge or on the sixth day if nursery stay is
prolonged beyond six (6) days. Prematurity and transfu-
sion status shall be noted on the request formin the space
provided. If the infant is to receive total exchange
transfusion, then the specimen for the newborn screening
test is to be obtained from the first draw, which repre-
sentstheinfant’s own blood. (Indiana Sate Department
of Health; 410 IAC 3-3-3; filed Nov 7, 1986, 3:30 p.m.:
10 IR 416; filed Sep 17, 1999, 10:42 a.m.: 23 IR 324;
errata filed Nov 19, 1999, 9:31 a.m.. 23 IR 814;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3-3-4 Designated laboratories; require-
ments to perform screening tests

for disorders
Authority: 1C 16-19-3-4; IC 16-41-17-9
Affected: 1C 16-41-17

Sec. 4. An approved laboratory must meet the follow-
ing requirementsin order to perform screening tests for
disorders on dried blood samples from newborns: (a)
Complies with Public Law 90-174, the Federal Clinical
Laboratory Improvement Act of 1967, or isaccredited by
the College of American Pathologists, or isaccredited by
the Joint Commission on Accreditation of Hospitals.

(b) Performs or makes reasonable assurances that it
will perform each one of the above screening testson a
minimum of 25,000 newborns annually.

(c) Useslaboratory procedures and values for normal
and abnormal test results which have been submitted to
and approved by the board.

(d) Initiates the approved tests withintwenty-four (24)
hours of receipt of the specimen and the tests shall be
completed within seventy-two (72) hours.

(e) Reportsfindingsin atimely manner and maintains
recordsin accordancewith therequirementsof theboard.

(f) Provides at least monthly reports of its screening
activities to the board.

(g9) Maintains a written quality assurance program
covering all aspects of its newborn screening activity
which is approved yearly by the board.

(h) Cooperateswith other rel evant agencies concerned
with newborn health care.

(i) Participates in a laboratory quality assurance
program, including proficiency testing, approved by the
board. (Indiana Sate Department of Health; 410 1AC 3-
3-4; filed Nov 7, 1986, 3:30 pm: 101R417; filed Feb 25,
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1988, 4:30 pm: 111R 2579; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC 3-3-5 Laboratory reports
Authority: |C 16-19-3-4; |C 16-41-17-9
Affected: |C 16-41-17

Sec. 5. The laboratory shall report as follows: (@)
Negative test results shall be reported within seven (7)
days of the date of analysis by mail to MCH and to the
hospital submitting the specimens. A copy for the
responsible physician shall be included for distribution
by the hospital. The report of the test results shall be-
come part of the patient's clinical record.

(b) Confirmed positivetests shall bereported immedi-
ately by telephone to the hospital, responsible physician
and to MCH. Such noatification shall be recorded in the
laboratory's records specifying date and time of notifica-
tion, person notified, and information provided. This
shall be followed by a written report within three (3)
days. Thereport of thetest result shall become part of the
patient's clinical record. If thereisno known responsible
physician, the local health officer in the county of the
mother's residence shall be notified.

(c) Unsatisfactory specimensshall bereported immedi-
ately by telephone to the hospital and responsible physi-
cian or other health care provider submitting the speci-
men with an explanation about the reason for rejection.
In the event that the responsible physician or health care
provider who submitted the specimen is no longer the
primary health care provider, he or she shall beresponsi-
blefor notifyingthecurrent primary health careprovider.

(d) In the event a specimen is rejected for any reason
as unsatisfactory, the physician responsible for the
infant's care at the time of the report shall be responsible
for the submission of an acceptable specimen within
forty-eight (48) hours. If the laboratory does not receive
the repeat specimen within five (5) days, it shall notify
MCH immediately by telephone.

(e) The designated laboratories performing the tests
shall maintain records of the results of all screening and
follow up testing of infants for these conditions in
accordance with Indiana requirements for records
management.

(f) Thelaboratory shall also provide at least amonthly
report to the board which shall contain:

(1) The number of infants tested.

(2) The number of repeat tests.

(3) Thenumber of unacceptabl e specimensby hospital,

birthing center, physician, or other health careprovider

submitting the specimen.

(4) Presumptive positive results by test.

(5) Confirmed positiveresultsby test, including patient
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names and identifying information.
(Indiana State Department of Health; 410 IAC 3-3-5;
filed Nov 7, 1986, 3:30 pm: 10 IR 417; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3-3-6 Maintenance of screening logs;
follow-up of missing results

monthly reports
Authority: |C 16-19-3-4; |C 16-41-17-9
Affected: |C 16-41-17

Sec. 6. (d) Each hospital and birthing center, and
midwife or physician submitting screening tests on
infants born outside a hospital or birthing center, shall
mai ntain anewborn screeninglogwhich shall containthe
following:

(1) Name of infant.

(2) Attending physician.

(3) Medical record number.

(4) Form number of sample sent.

(5) Date sample collected.

(6) Date sample sent.

(7) Date results received.

(8) What the results were.

(9) Name of person notified of positive results and

date and time of notification.

All such information and records shall be confidential
but shall be open to examination by the board personnel
or its designated agents for any purpose directly con-
nected with the administration of the newborn screening
program.

(b) The log shall be reviewed daily to determine that
the results of required tests have been recorded within
fourteen (14) days of discharge, or that aparent'sor legal
guardian's signed refusal has been filed in the newborn's
medical record.

(c) Whenever a hospital, birthing center, or midwife
determines that a discharged newborn has not received
the mandated tests, the hospital, birthing center or
midwife shall immediately contact the responsible
physician by telephone to inform him or her that a
specimen must be obtained and immediately send a
written notification to the responsible physician and
MCH. If the responsible physician cannot be contacted
within three (3) days or will not obtain a specimen, the
hospital, birthing center or midwife shall notify MCH
immediately by telephoneand shall send written notifica-
tion within three (3) days to MCH. MCH shall then
immediately notify the local health officer, who shall
arrange collection of a specimen.

(d) Whenever a hospital, birthing center or midwife
determines that a specimen has been obtained but there
are no results available in the newborn's medical record
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within fourteen (14) days of discharge, the hospital,
birthing center or midwife shall obtain the results from
the laboratory by telephone and request that another
written copy be sent. The hospital, birthing center or
midwifeshall aso notify MCH that results have not been
received. If no results are available from the laboratory,
then the hospital, birthing center or midwife shall pro-
ceed asin 410 IAC 3-3-7(c).

(e) When the responsible physician is notified by
telephone by the hospital, birthing center or midwife that
anewborn was discharged before a specimen wastaken,
or if the physician determines from his or her own
recordsthat no test has been performed or that no results
are available, theresponsible physician shall make every
reasonable effort to have a specimen obtained within
three(3) daysof notification. If theresponsiblephysician
cannot obtain the specimen, the physician shall notify
MCH immediately by telephone. Such telephone notifi-
cation shall be noted in the responsible physician's
record, specifying the date of notification, the person
notified and the information provided.

(f) When the responsible physician is notified by the
laboratory by telephone that a specimen is inadequate,
the physician so notified shall make every reasonable
effort to have an adequate repeat specimen obtained
within forty-eight (48) hours of notification. If the
responsible physician so notified cannot obtainthe repeat
specimen, the physician shall notify MCH immediately
by telephone. Such telephone notification shall be noted
intheresponsible physician'srecords specifying thetime
and date of notification, the person notified and the
information provided.

(g9) All repeat specimens shall be forwarded to a
designated |aboratory within twelve (12) hoursafter they
have been obtained.

(h) MCH shall make every reasonable effort to follow
up onall newbornswho have been reported asnot having
received a completed screening in an attempt to ensure
that al infants born in the state of Indiana will have
received the required screening for disorders.

(i) Hospitals and birthing centers, and midwives and
physicians providing home birth services shall provide
monthly reports to the board indicating the total number
of live births and the number of newborns for whom
specimens were submitted for initial screening for
phenylketonuria, hypothyroidism, galactosemia, maple
syrup urine disease, homocystinuria and
hemoglobinopathy, and the total number of positive
results by test with patient identifying information.
(Indiana State Department of Health; 410 IAC 3-3-6;
filed Nov 7, 1986, 3:30 pm: 10 IR 418; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3-3-7

4101AC3-3-7 Follow-up of positive results, recom-

mendations
Authority: 1C 16-19-3-4; IC 16-41-17-9
Affected: 1C 16-41-17

Sec. 7. (8) When the responsible physician is notified
by telephone by the laboratory of an initial presumptive
positivetest result, the responsible physician shall obtain
the board approved repeat blood specimen from the
newborn and submit it to the designated laboratory
within forty-eight (48) hours. If the blood specimen
cannot be obtained within forty-eight (48) hours, the
responsible physician shall notify MCH by telephone.
Such telephone notification shall be noted in the respon-
sible physician's records, specifying the date of notifica-
tion, the person notified and the information provided.
MCH will notify the local health officer and provide the
necessary follow-up to ensure that the repeat blood
specimen is obtained.

(b) 1t shal be the responsibility of the responsible
physician or, if none, the local health officer to report
immediately to the parent or guardian:

(1) all abnormal results from the newborn screening

test in order to recommend appropriate diagnostic and

possible therapeutic procedures, and

(2) any diagnosis of adisorder in order to recommend

appropriate therapeutic procedures and psycho-social

support.

(c) When the repeat blood specimen supports a pre-
sumptive diagnosis of a disorder, the laboratory shall
notify MCH and theresponsible physician or local health
officer, as appropriate.

(d) Theresponsible physician retainsresponsibility for
the child's case management as the primary health care
provider, and shall make arrangements for the necessary
diagnosis, therapy and counseling about the clinical and
etiologic nature of the disorder, the chance of recurrence
in subsequent children and other family members,
existing resources for comprehensive clinical manage-
ment, and family emotional and financial support. These
can be provided directly by the responsible physician or
by referral to appropriate specialists.

(e) Theboard shall advisetheresponsible physician of
the available referrals and programs for further evalua-
tion, counseling, and management availableto the patient
and family. These shall include, but are not limited to,
careby aclinical biochemical geneticist for childrenwith
phenylketonuria, gal actosemia, maplesyrup urinedisease
and homocystinuria, care by a pediatric hematologist for
children with aclinically significant hemogl obinopathy,
and care by apediatric endocrinologist for children with
hypothyroidism. In the case of children identified as
carriersof aninherited hemogl obin abnormality (individ-
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uals with trait), the board shal recommend further
evaluation of parents and appropriate counseling.

(f) All physicians making an initial diagnosis of a
treatable disorder for which testing is required under 1C
16-8-6[1C 16-8 wasrepealed by P.L.2-1993, SECTION
209, effective April 30,1993.] shall report such diagnosis
and theinformation necessary for follow-up to the board.
Physicians caring for Indiana newborns who have been
diagnosed outside the state of Indianawith adisorder for
which testing is required under IC 16-8-6 [IC 16-8 was
repealed by P.L.2-1993, SECTION 209, effective April
30, 1993.] shall report in asimilar manner.

(g) The board shall maintain a tracking system for
follow-up of newborn screening results, and shall
maintain a confidentia registry of every infant born for
whomthediagnosisof phenylketonuria, hypothyroidism,
gal actosemia, maplesyrup urinedisease, homocystinuria,
or hemoglobinopathy has been confirmed. Theserecords
shall be utilized only for the purpose of service delivery
and program administration and shall be managed in
accordance with the procedures described in 410 1AC 1-
2-2[4101AC 1-2 wasrepealed filed Jul 27, 1988, 2:50
pm: 11 IR4098. See 410 IAC 1-2.11].

(h) The board shall develop and maintain a statewide
network of genetic evaluation and counseling services.
Regional genetic services centers and outreach services
from these centers shall serve as loca evaluation and
counseling resources for the follow-up program de-
scribed in this section. (Indiana Sate Department of
Health; 410 IAC 3-3-7; filed Nov 7, 1986, 3:30 pm: 10
IR 419; filed Feb 25, 1988, 4:30 pm: 11 IR 2579;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3-3-7.1 Newborn screening fund; fees;
disposition; reporting re-
quirements
Authority: |C 16-19-3-4; |C 16-41-17-9
Affected: |C 16-41-17

Sec. 7.1. (@) The program involving the board and
MCH as described in this rule shall be funded by a
collection of anewborn screening fee for each newborn
screened by a designated laboratory. The designated
laboratory shall assess and collect the fees from hospi-
tals, birthing centers, physicians, and midwives. The
accumul ated coll ectionsfromthe newborn screening fees
shall be submitted on a monthly basis by the designated
laboratory to the division of finance at the board. Pay-
ments shall be postmarked not later than five (5) days
after the close of the preceding month. The designated
laboratory shall also submit a monthly report on the
number of newborns screened. Revenues submitted by
the laboratory shall correspond with the number of
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newborns screened.

(b) Thefees shall be deposited in the newborn screen-
ing fund. Funds for the program described in this rule
shall be disbursed by the board in accordance with
normal procedures prescribed by the state budget agency
and the state board of accounts.

(c) The newborn screening fee shall be seven dollars
($7) based on the projected cost of the program described
in this rule and the estimated number of newborns per
year. The fee shall be reviewed annually by the board.
(Indiana Sate Department of Health; 410 IAC 3-3-7.1;
filed Feb 25, 1988, 4:30 p.m.: 11 IR 2580; filed Aug 9,
1991, 11:00 a.m.: 14 IR 2223; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 3-3-8 Groundsfor filing a complaint
Authority: |C 16-19-3-4; |C 16-41-17-9
Affected: |C 16-41-17

Sec. 8. Thewillful or repeated failure of any physician,
midwife, laboratory, hospital, birthing center, or other
health care provider to comply with the provisionsof 410
IAC 3-3shall, in addition to any other penalty prescribed
by law, constitute grounds for filing a complaint with
said individual's or institution's licensing board in
addition to other legal remedies. (Indiana Sate Depart-
ment of Health; 410 IAC 3-3-8; filed Nov 7, 1986, 3:30
pm: 10 IR 420; readopted filed Jul 11, 2001, 2:23 p.m..
24 IR 4234)

ARTICLE 3.1. CHILDREN WITH SPECIAL
HEALTH CARE NEEDS (REPEALED)
(Repealed by Indiana Sate Department of Health; filed

Apr 12, 1993, 5:00 p.m.: 16 IR 2181)

ARTICLE 3.2. CHILDREN WITH SPECIAL

HEALTH CARE NEEDS
Rulel. Definitions
Rule2. Application
Rule 3. Reevaluation of Eligibility
Rule4. Availability of Funds
Rule5. Information
Rule 6. Eligibility
Rule7. Delivery Systems
Rule 8. Coordination Services
Rule9. Travel
Rule 10. Confidentiality
Rule 11. Advisory Council

Rule 1. Definitions
4101AC 3.2-1-1 Applicability
4101AC 3.2-1-2 “Carecoordination” defined
4101AC 3.2-1-3 “Care coordinator” defined
410 IAC 3.2-1-4 “Child" defined
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4101AC 3.2-1-5 *“Child and family service plan” defined

410IAC3.2-1-6 “Commissioner” defined

4101AC 3.2-1-7 *“County department” defined

4101AC 3.2-1-8 “Credentias’ defined

4101AC 3.2-1-9 “CSHCN program” defined

410 1AC 3.2-1-10 “Dental care” defined

410 1AC 3.2-1-11 “Director” defined

410 1AC 3.2-1-12 “Durable equipment and supplies’ defined

410 1AC 3.2-1-13 “Emergency” defined

410 1AC 3.2-1-14 “Emergency services’ defined

410 1AC 3.2-1-15 “Enrollment” defined

410 1AC 3.2-1-16 “Family” defined

410 1AC 3.2-1-17 “Heslth care provider” defined

410 1AC 3.2-1-18 “Household” defined

410 1AC 3.2-1-19 “Inpatient services’ defined

410 1AC 3.2-1-20 “Laboratory services’ defined

410 1AC 3.2-1-21 “Medical specialist” defined

410 1AC 3.2-1-22 “Nonemergent care” defined

410 1AC 3.2-1-23 “Person” defined

410 1AC 3.2-1-24 “Poverty income guidelines’ defined

410 1AC 3.2-1-25 “Prescription drugs and medications’ de-
fined

4101AC 3.2-1-26 “Primary care physician” defined

410 1AC 3.2-1-27 “Primary care visits’ defined

410 1AC 3.2-1-28 “Processing an application” defined

410 1AC 3.2-1-29 “Secondary care visits’ defined

410 1AC 3.2-1-30 “ State department of health” defined

410 1AC 3.2-1-31 “Surgery” defined

410 1AC 3.2-1-32 “Temporarily” defined

410 1AC 3.2-1-33 “Therapy” defined

410 1AC 3.2-1-34 “X-rays’ defined

4101AC 3.2-1-1 Applicability
Authority: |C 16-35-2-7
Affected: |C 16-35-2

Sec. 1. The definitions in this rule apply throughout
this article. (Indiana Sate Department of Health; 410
IAC 3.2-1-1; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2168;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-2 “Carecoordination” defined
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 2. “Care coordination” means providing assis-
tance necessary to help ensure the effective and efficient
organization of and access to services and resources that
areappropriate and necessary to meet the needs of achild
with special health care needs and the child's family.
(Indiana Sate Department of Health; 410 IAC 3.2-1-2;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2168; readopted
filed Jul 11, 2001, 2:23 p.m.; 24 IR 4234)

410 |AC 3.2-1-3 “Carecoordinator” defined
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2
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Sec. 3. “Care coordinator” means a professional staff
person assigned to assist a child and family with care
coordination services. (Indiana Sate Department of
Health; 410 IAC 3.2-1-3; filed Apr 12, 1993, 5:00 p.m.
16 IR 2168; readopted filed Jul 11, 2001, 2:23 p.m.: 24
IR 4234)

4101AC 3.2-1-4 " Child” defined
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 4. “Child” means an individual who is less than
twenty-one (21) years of age. (Indiana State Department
of Health; 410 IAC 3.2-1-4; filed Apr 12, 1993, 5:00
p.m.. 16 IR 2168; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC 3.2-1-5 “Child and family service plan”

defined
Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 5. Child andfamily service plan” meansawritten
child and family plan that is developed by afamily and a
care coordinator. The written plan shall reference the
medical needs of the child, shall include appropriate
strategies recommended by the care coordinator, and
shall set forth family goals and objectives. The plan shall
be updated periodically in accordance with state depart-
ment of heath policy. (Indiana Sate Department of
Health; 410 |AC 3.2-1-5; filed Apr 12, 1993, 5:00 p.m.
16 IR 2168; readopted filed Jul 11, 2001, 2:23 p.m.: 24
IR 4234)

410 1AC 3.2-1-6 “Commissioner” defined
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 6. “Commissioner” means the commissioner of
the Indiana state department of health. (Indiana State
Department of Health; 410 IAC 3.2-1-6; filed Apr 12,
1993, 5:00 p.m.: 16 IR 2168; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 3.2-1-7 *“County department” defined
Authority: IC 16-35-2-7
Affected: |C 16-35-2

Sec. 7. " County department” meansthe county depart-
ment of public welfare, family and social services
agency, or any subsequent successor agency. (Indiana
Sate Department of Health; 410 IAC 3.2-1-7; filed Apr
12, 1993, 5:00 p.m.: 16 IR 2168; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)
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4101AC 3.2-1-8 “Credentials’ defined
Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 8. “CredentialS’ means written documentation,
including, but not limited to, the CSHCN program
application, financial information, medical information,
and social information relating to a child and family.
(Indiana Sate Department of Health; 410 IAC 3.2-1-8;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2169; readopted
filed Jul 11, 2001, 2:23 p.m.; 24 IR 4234)

4101AC 3.2-1-9 “CSHCN program” defined
Authority: |C 16-35-2-7
Affected: |C 16-35-2

Sec. 9. “CSHCN program” means the program for
children with specia health care needs, Indianastate depart-
ment of health. (Indiana Sate Department of Health; 410
IAC 3.2-1-9; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2169;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 3.2-1-10 “Dental care” defined
Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 10. “Dental care” means.

(1) routine dental care;

(2) extractions,

(3) fillings;

(4) x-rays,

(5) space maintainers,

(6) cross-bite treatments;

(7) sealants,

(8) orthodontia; and

(9) gingivectomies,
necessary to treat a child's identified eligible medical
condition. (Indiana Sate Department of Health; 4101AC
3.2-1-10; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2169;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-11 “Director” defined
Authority: IC 16-35-2-7
Affected: IC 16-35-2

Sec. 11. “Director” means the director of the program
for childrenwith special health careneeds. (Indiana Sate
Department of Health; 410 IAC 3.2-1-11; filed Apr 12,
1993, 5:00 p.m.: 16 IR 2169; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 3.2-1-12 “Durable equipment and sup-
plies’ defined
Authority: |C 16-35-2-7
Affected: |C 16-35-2
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Sec. 12. “Durable equipment and supplies’ means
assistive appliances, including, but not limited to, the
following:

(1) Braces.

(2) Prosthetic limbs.

(3) Hearing aids.

(4) Wheelchairs and related adaptive devices.

(5) Specia supplies that are medically necessary to

accomplish rehabilitation goals.

Durable equipment and supplies do not include fixed
architectural modifications of a dwelling or property
related thereto or mechanical lifts needed to provide the
child access to a dwelling or automobile. (Indiana Sate
Department of Health; 410 IAC 3.2-1-12; filed Apr 12,
1993, 5:00 p.m.: 16 IR 2169; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-13 “Emergency” defined
Authority: |C 16-35-2-7
Affected: |C 16-35-2

Sec. 13. “Emergency” means an unexpected or sudden
event or occurrence that requires immediate attention,
intervention, and medical careto prevent serious harm or
loss of life. (Indiana Sate Department of Health; 410
IAC 3.2-1-13; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2169;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-14 “Emergency services’ defined
Authority: |C 16-35-2-7
Affected: |C 16-35-2

Sec. 14. “Emergency services’ means that the emer-
gency department treatment or ambulance transportation
is for amedical emergency that is directly related to or
necessary to stabilize a child for care of an identified
eligiblemedical condition. Lack of such treatment would
cause harm or be life threatening if emergency care was
not received. Emergency treatment for nonemergent
medical careor conditionsthat do not require urgent care
are not eligible for payment through the CSHCN pro-
gram. (Indiana Sate Department of Health; 4101AC 3.2-
1-14; filed Apr 12, 1993, 5:00 p.m.. 16 IR 2169;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-15 “Enrollment” defined
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 15. “Enrollment” means that achild's application
has been processed, the director has identified and
assigned a care coordinator and a health care provider to
provide care for the child, and the director may approve
eligibleservicesfor payment. (Indiana Sate Department
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of Health; 410 IAC 3.2-1-15; filed Apr 12, 1993, 5:00
p.m.. 16 IR 2169; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 1AC 3.2-1-16 “Family” defined
Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 16. “Family” means a group of two (2) or more
personslivingtogether asone (1) economic unit. Two (2)
separate househol ds or economic units may reside under
one (1) roof; however, each household must be economi-
cally independent of one another and must have its own
source of income that is adequate to support itself
without support from the other family. (Indiana State
Department of Health; 410 IAC 3.2-1-16; filed Apr 12,
1993, 5:00 p.m.: 16 IR 2169; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-17 “Health care provider” defined
Authority: IC 16-35-2-7
Affected: IC 16-21-2; IC 16-35-2

Sec. 17. “Health care provider” meansapersonwhois
licensed, registered, or certified in Indiana as a health
care professional, including, but not limited to, the
following:

(1) A physician.

(2) A dentist.

(3) A registered nurse.

(4) An optometrist.

(5) A physical therapist.

(6) An audiologist.

(7) A speech-language pathologist.

(8) A dietitian.

(9) An occupationa therapist.

(10) A respiratory therapist.

(12) A hospital licensed under I1C 16-10-1 [IC 16-10

was repealed by P.L.2-1993, SECTION 209, effective

July 1, 1993. See IC 16-21-2].

(12) A home health agency licensed under 1C 16-10-

2.5[1C 16-10 wasrepealed by P.L.2-1993, SECTION

209, effective July 1, 1993. See IC 16-21-2].
(Indiana State Department of Health; 4101AC 3.2-1-17;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2170; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-18 “Household” defined
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 18. “Household” means al the persons who
occupy ahousing unit (house or apartment), whether they
are related to each other or not, and who are living
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together asan economic unit. (Indiana Sate Department
of Health; 410 IAC 3.2-1-18; filed Apr 12, 1993, 5:00
p.m.: 16 IR 2170; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 1AC 3.2-1-19 “Inpatient services’ defined
Authority: |C 16-35-2-7
Affected: |C 16-21-2; |C 16-35-2

Sec. 19. “Inpatient services’ means medically neces-
sary treatment related to a child's identified eligible
medical conditionthat isreceived during aninpatient stay
at apublic or private facility licensed in accordance with
IC 16-10-1 [IC 16-10 was repealed by P.L.2-1993,
SECTION 209, effective July 1, 1993. See IC 16-21-2.].
Eligibleinpatient servicesinclude, but are not limited to,
the following:

(1) Semiprivate room and specialty care unit room

charges.

(2) X-rays.

(3) Laboratory tests.

(4) Use of the operating and recovery rooms.

(5) Drugs and medications.

(6) Oxygen therapy.

(7) Blood products.

Eligible inpatient services do not include personal
comfort items, services and supplies not directly related
to the care of the child such as guest meals and accom-
modations, telephone charges, and take home supplies.
(Indiana Sate Department of Health; 410 1AC 3.2-1-19;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2170; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-20 “Laboratory services’ defined
Authority: IC 16-35-2-7
Affected: |C 16-35-2

Sec. 20. “Laboratory services’ means laboratory
procedures that are medically necessary to complete a
diagnostic evaluation. Laboratory services shall be
performed on an outpatient basi sunl essinpatient services
for this purpose are approved by the director. (Indiana
Sate Department of Health; 410 |AC 3.2-1-20; filed Apr
12,1993, 5:00 p.m.; 16 IR2170; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-21 “Medical specialist” defined
Authority: IC 16-35-2-7
Affected: 1C 16-35-2; IC 25-22.5

Sec. 21. “Medical specialist” meansan individua with
an unlimited license to practice medicine under IC 25-
22.5 and who is certified by a specialty board that is
approved by the American Board of Medical Specidties.
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(Indiana Sate Department of Health; 410 1AC 3.2-1-21;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2170; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-22 “Nonemergent care” defined
Authority: IC 16-35-2-7
Affected: IC 16-35-2

Sec. 22. “Nonemergent care” means nonlife threaten-
ing situations that require care and follow-up but that
require no immediate actions. Nonemergent care is
consistent with routine primary care and includes the
following:

(1) Immunizations.

(2) Routine follow-up of prior injuries or illness.

(3) Suture removal.

(4) Rashes.

(5) Uncomplicated diarrhea.

(Indiana State Department of Health; 410 1AC 3.2-1-22;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2170; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-23 " Person” defined
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 23.“Person” meansacorporation, an association,
a partnership, or one (1) or more individuas. (Indiana
Sate Department of Health; 410 |AC 3.2-1-23; filed Apr
12,1993, 5:00 p.m.: 16 IR 2170; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-24 “ Poverty income guidelines’ de-
fined
Authority: IC 16-35-2-7
Affected: |C 16-35-2

Sec. 24. “Poverty income guidelines’ means the
poverty income guidelines published annualy in the
Federal Register, by the Secretary of Health and Human
Services, pursuant to 42 U.S.C. 9902(2) and 42 U.S.C.
9847, that provide an update of the poverty income
guidelinesto account for last year'sincreasein prices as
measured by the Consumer Price Index. (Indiana State
Department of Health; 410 |AC 3.2-1-24; filed Apr 12,
1993, 5:00 p.m.: 16 IR 2170; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-25 “Prescription drugs and medica-
tions’ defined
Authority: IC 16-35-2-7
Affected: |C 16-35-2

Sec. 25. “Prescription drugs and medications” means
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insulin, insulin syringes, and other generically equivalent
drugs and medications requiring a prescription under
Indiana or federal law that are medically necessary for
treatment or control of a medical condition affecting a
child and that are not administered during inpatient care.
(Indiana State Department of Health; 410 1AC 3.2-1-25;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2171; readopted
filed Jul 11, 2001, 2:23 p.m.; 24 IR 4234)

4101AC 3.2-1-26 “Primary care physician” defined
Authority: |C 16-35-2-7
Affected: |C 16-35-2; IC 25-22.5

Sec. 26. “Primary care physician” meansan individual
with an unlimited license to practice medicine under IC
25-22.5, providing health care services included in the
basic package asdefined at 410 |AC 3.2-7-2(b). (Indiana
Sate Department of Health; 410 |AC 3.2-1-26; filed Apr
12,1993, 5:00 p.m.: 16 IR 2171; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-27 “Primary carevisits’ defined
Authority: IC 16-35-2-7
Affected: |C 16-35-2

Sec. 27. “Primary care visits’ means a child's outpa-
tient visit with an approved health care provider that is
conducted in accordance with recommendations of the
American Academy of Pediatrics and includes the
following:

(1) Aninitial assessment of health problems.

(2) A health history.

(3) Measurements.

(4) Sensory screening.

(5) Developmental and behavioral assessment.

(6) Physical examination.

(7) Medically necessary procedures, including immuni-

zations.

(8) Appropriate discussion.

(9) Referral.

(Indiana Sate Department of Health; 410 1AC 3.2-1-27;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2171; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-28 “Processing an application” de-
fined
Authority: IC 16-35-2-7
Affected: IC 16-35-2

Sec. 28. “Praocessing an application” meansfilling out
the application formfor the CSHCN program, al activity
required for determining whether a child is €eligible or
ingligible for health care services available through the
CSHCN program, and notifying the applicant of the
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decision. (Indiana State Department of Health; 410 IAC
3.2-1-28; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2171;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-29 “ Secondary carevisits’ defined
Authority: IC 16-35-2-7
Affected: IC 16-35-2

Sec. 29. “Secondary care visits’ means a child's
outpatient visit with an approved provider that includes,
but is not limited to, an assessment of health problems
and treatment of diagnosed uncomplicated health condi-
tions and eligible medical conditions. (Indiana State
Department of Health; 410 IAC 3.2-1-29; filed Apr 12,
1993, 5:00 p.m.: 16 IR 2171; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-30 “ State department of health” de-
fined
Authority: IC 16-35-2-7
Affected: IC 16-35-2

Sec. 30. “State department of health” means the
Indiana state department of health. (Indiana State De-
partment of Health; 410 IAC 3.2-1-30; filed Apr 12,
1993, 5:00 p.m.: 16 IR 2171; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-1-31 “Surgery” defined
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 31. “ Surgery” meansnecessary professiona services
for surgical procedures, anesthesia services, use of the
operating and recovery room, and supplies medicaly
necessary to treat or correct a child's identified digible
medicd condition. (Indiana Sate Department of Health; 410
IAC 3.2-1-31; filed Apr 12, 1993, 5:00 p.m.; 16 IR 2171,
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3.2-1-32 “Temporarily” defined
Authority: IC 16-35-2-7
Affected: |C 16-35-2

Sec. 32. “Temporarily” means, for purposes of determin-
ingfinancia digibility, achild or family istemporarily living
within another household or family if the child liveswithin
the family or household for six (6) monthsor less. (Indiana
SateDepartment of Health; 4101AC 3.2-1-32; filed Apr 12,
1993, 5:00 p.m.: 16 IR 2171; readopted filed Jul 11, 2001,
2:23p.m.: 241R 4234)

410 1AC 3.2-1-33 “ Therapy” defined
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

4101AC3.2-2-1

Sec. 33. “Therapy” means physical therapy, occupa
tional therapy, speech and hearing therapy, nursing and
other professional health care services provided by an
approved provider and necessary totreat achild'seligible
medical condition. (Indiana State Department of Health;
410 1AC 3.2-1-33; filed Apr 12, 1993, 5:00 p.m.: 16 IR
2171; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 1AC 3.2-1-34 “ X-rays’ defined
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 34. “X-rays’ means X-ray procedures that are
medically necessary to compl ete adiagnostic evaluation.
X-rays shall be performed on an outpatient basis unless
the director approved inpatient services for a specific
purpose. (Indiana Sate Department of Health; 410 IAC
3.2-1-34; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2172;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 2. Application
4101AC 3.2-2-1 Eligibility to apply
410 IAC 3.2-2-2 Intake location
4101AC 3.2-2-3 County to county transfers
4101AC 3.2-2-4 Application process and enrollment in the
Medicaid program
4101AC 3.2-2-5 State department of health responsibilities
in the application process
County department responsibilitiesin appli-
cation process

4101AC3.2-2-6

4101AC 3.2-2-1 Eligibility to apply
Authority: |C 16-35-2-7
Affected: |C 16-35-2

Sec. 1. (@) Thefollowing persons may apply for achild
to receive hedth care services through the CSHCN
program:

(1) A child's parent (regardless of age).

(2) A child'slegal guardian.

(3) An emancipated child who is under twenty-one

(21) years of age, who ismarried or single, and whois

not dependent on the child's parents for support.

(4) A county department, if a child is a ward of the

county.

(5) A licensed child placing agency, if achild has been

placed in their legal guardianship.

(b) To apply for services, a parent, legal guardian, or
emancipated child shall complete awritten application.

(¢) The state department of health shall not accept or
process applications for children who are living in state
operated pena and correctional institutions, state mental
hospitals, the Indiana Soldiers and Sailors' Children's
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Home, or other facilitieswhereprovisionsfor heath care
are made for children.

(d) The ability of a person to apply for the CSHCN
program is not affected by lack of citizenship unlessthe
child, the child's parents, or the child's legal guardianis
in the United States on visas or under circumstances that
limit their eligibility to receive public funds. The ability
of aperson to apply is not affected by the length of time
of the person's residency in Indiana. A person must
remain aresident in Indianato continue receiving health
care or care coordination services through the CSHCN
program. (Indiana State Department of Health; 410 1AC
3.2-2-1; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2172;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 3.2-2-2 Intakelocation
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 2. (a) A person may apply for the CSHCN pro-
gram at acounty department located in the county where
the child who may receive services through the CSHCN
programresides or at any other location approved by the
director.

(b) The director shall publish in the Indiana Register
the address of approved locations other than the county
departments where a child may apply for the CSHCN
program. (Indiana Sate Department of Health; 410 1AC
3.2-2-2; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2172;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3.2-2-3 County to county transfers
Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 3. (8) When a child or the child's family moves
from one (1) county to another county, the child or the
child's family shall immediately notify the child's
CSHCN program care coordinator.

(b) Whenever acounty department isawarethat achild
or a child's family has moved to another county, the
county department shall notify the child's CSHCN
program care coordinator in writing of the child's new
address. (Indiana Sate Department of Health; 410 IAC
3.2-2-3; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2172,
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3.2-2-4 Application process and enroll-
ment in the Medicaid pro-

gram
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 4. (a) The state department of health shall not
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completethe processing of an applicationand enrollment
for the CSHCN program until the applicant shows
evidence that the child is enrolled in the Medicaid
program or that the child has applied for the Medicaid
program.

(b) All children currently enrolled in the CSHCN
program shall aso meet the conditions specified in
subsection (a).

(c) Refusal to comply with the provisionsin subsection
(a) shall be sufficient cause for the state department of
health to deny or cancel enrollment and participation in
the CSHCN program.

(d) If achild is denied enrollment in the Medicaid
program, the state department of health shall complete
the processing of the child's application for the CSHCN
program. If the state department of health determinesthat
a child is financially and medically €ligible for the
CSHCN program, the effective date for payment of
services provided by the CSHCN program shall be the
date that the applicant submitted a written application
form, for processing, for health care servicesthrough the
CSHCN program.

(e) Children who areenrolled inthe Medicaid program
may apply for enrollment in the CSHCN program for the
following purposes only:

(1) Care coordination services.

(2) Accesstothe CSHCN program'sregional diagnos-

tic and treatment centers.

(3) Accessto other approved providers.

(f) Costs of all eligible services, including travel
reimbursement, for children dually enrolled in the
Medicaid program and the CSHCN program shall be
charged to the Medicaid program. The CSHCN program
shall not pay for services that are paid for by the
Medicaid program.

(g) Dual enrollment in no way expands the range of
services that the CSHCN program provides or pays for.

(h) Dual enrollment doesnot create aright for children
enrolled in the CSHCN program to receive or to be
provided by the CSHCN program the range of services
available, provided, or paid for by theMedicaid program.

(i) Any personwho contractswith the state department
of health to provide services shall be limited to the
compensation provided for under the terms of the con-
tract. (Indiana State Department of Health; 410 1AC 3.2-
2-4; filed Apr 12, 1993, 5:00 p.m.. 16 IR 2172
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3.2-2-5 State department of health re-
sponsibilities in the applica-
tion process
Authority: IC 16-35-2-7
Affected: 1C 4-21.5; IC 16-35-2
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Sec. 5. (a) The processing of an application shall only
be completed by the state department of health.

(b) The state department of health shall review the
information and recommendations submitted by the
county department.

(c) The state department of health may request addi-
tional information or clarification from the county
department, and the county department shall providesuch
information upon regquest.

(d) The state department of health shall make the
determination of financia and medica €igibility to
participate in the CSHCN program after reviewing
information submitted by the county department, provide
the applicant with written notice of the decision taken on
the application, and advise the applicant in writing of the
right to reapply or appeal thedecision inaccordancewith
the Administrative Ordersand ProceduresAct (IC4-21.5
et seq.).

(e) Except asprovidedin4101AC 3.2-4-1, thedirector
shall set an effective date for payment of health care
services as the date that a child or child's family submit-
ted awritten application form, for processing, for health
care services through the CSHCN program. The director
may set the effective date for payment of health care
services retroactive up to a maximum of seven (7)
working days according to the need for health care
services. (Indiana State Department of Health; 410 IAC
3.2-2-5; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2173;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 3.2-2-6 County department responsibili-
tiesin application process
Authority: IC 16-35-2-7
Affected: |C 16-35-2

Sec. 6. (a) The county department shall accept and act
on all applications, signed by an applicant, except as
provided in section 4 of thisrule and 410 IAC 3.2-4-1.

(b) The county department shall be responsible for
assisting in the completion of the application form and
for al other activity necessary to determine whether the
child is financially eligible or indligible for services
under the CSHCN program. The county department shall
submit to the state department of health itsrecommenda-
tionsconcerningthefinancial eligibility oringligibility of
the child.

(c) To assist in the completion of the application
process, the county department shall do the following:

(1) Accept applications for the CSHCN program in

accordance with section 1 of thisrule.

(2) Explain theinformation that the applicant needsto

supply the county department.

(3) Assist the child and family in completing the

4101AC 3.2-2-6

CSHCN and Medicaid applications.

(4) Explain the available CSHCN program health care

and care coordination services.

(5) Informfamiliesthat they arerequired to informthe

county department or state department of health of

significant changes in financial circumstances or of a

change of address.

(6) Explain the eligibility requirements.

(7) Explain the appeals process.

(8) Verify the child's age by reviewing the child's birth

certificate.

(9) Verify the child's residency by reviewing at least

one (1) of the following:

(A) Rent or property payment receipts.
(B) Utility records.

(C) City directory.

(D) Voter'sregistration.

(E) Driver'slicense.

(F) Federal income tax returns.

(10) Explain any other information provided or re-

quested by the director.

(11) Document the type of services that the applicant

is requesting.

(12) Document the child's medical problem according

to the applicant.

(13) Document the name of the physician or other

provider, including hospitals or emergency depart-

ments, that last examined the child and the date and
location of the most recent physical examination.

(14) Document health insurance information in accor-

dance with 410 IAC 3.2-5-1.

(d) Except asprovided in section 4 of thisruleand 410
IAC 3.2-4-1, the county department shall act on all
applications and forward al applications to the state
department of health within thirty (30) calendar days of
the date of application.

(e) The county department shall recommend denial of
an application for one (1) or more of the following
reasons, including, but not limited to:

(2) Voluntary withdrawal by the applicant.

(2) Location of the child or family is unknown.

(3) Failure of the child or family to cooperate in the

processing of the application.

(4) For achild not enrolled as of December 31, 1992,

the child or the child's family is financialy ineligible

for the CSHCN program.

(5) Child or the child's family fails or refuses to apply

for the Medicaid program in accordance with section

4 of thisrule.

(f) The county department shall forward to the state
department of health, within thirty (30) calendar days of
the date of application, the recommendation to deny an
application. The county department shall include written
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documentati on to substantiatetherecommended decision.
(Indiana Sate Department of Health; 410 IAC 3.2-2-6;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2173; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 3. Reevaluation of Eligibility
4101AC 3.2-3-1 Reevauation of eligibility and criteriafor
closure

4101AC 3.2-3-1 Reevaluation of eligibility and

criteriafor closure
Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 1. () Thestate department of health shall reevalu-
ate the financial eligibility and medical eligibility of the
children enrolled in the CSHCN program no less fre-
guently than every twelve (12) months.

(b) Upon completion of an annud reevauation, the Sate
department of hedth shdl stop providing or paying for
hedlth care services as of adate certain for one (1) or more
of the following reasons, including, but not limited to:

(1) Death of the child.

(2) Child has reached twenty-one (21) years of age.

(3) Child isno longer an Indiana resident.

(4) Location of child or family is unknown.

(5) Child or the child's family refuses further health

care services.

(6) Child is ingtitutionalized in a public or private

facility that provides health care services.

(7) Child or the child's family fails to cooperate in the

process of determining or reevaluating financial or

medical digibility.

(8) For achild not enrolled as of December 31, 1992,

the child or the child's family is financialy ineligible

for the CSHCN program.

(9) For achild not enrolled as of December 31, 1992,

the child's physical condition no longer meets the

criteriafor medical eligibility for the CSHCN program.

(10) Child or the child's family voluntarily withdraws

from the CSHCN program.

(11) Failure of the child or family to disclose or utilize

health insurance benefits.

(12) Failure of the child or family to disclose any of

the following:

(A) Monetary gifts.

(B) Contributions.

(C) Funds raised by popular subscription to assist a
child.

(D) Prizes.

(E) Winnings.

(F) Awards.

(G) Inheritances.
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(13) The recommendations contained in the child and

family service plan have been met.

(c) Any child enrolled in the program as of December
31, 1992, shal be deemed financialy and medically
eligible and shall not thereafter be removed from the
program solely because the child would become medi-
caly or financialy ineligible under 410 IAC 3.2-6-1(a),
410 IAC 3.2-6-1(b), or 410 IAC 3.2-6-2(b). (Indiana
Sate Department of Health; 410 IAC 3.2-3-1; filed Apr
12, 1993, 5:00 p.m.; 16 IR 2174; errata filed Jul 27,
1993, 9:00 a.m.: 16 IR 2859; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

Rule 4. Availability of Funds
4101AC 3.2-4-1 Availability of CSHCN funds

410 1AC 3.2-4-1 Availability of CSHCN funds
Authority: IC 16-35-2-7
Affected: IC 16-35-2

Sec. 1. (8) The availability and range of all health care
services, care coordination services, and travel reim-
bursement provided to children enrolled in the CSHCN
program and their families is contingent upon the avail-
ability of funding.

(b) If the commi ssioner makes awritten determination
that sufficient funds, in addition to thoserequired to fund
servicesfor children aready enrolled in the program, are
not appropriated or otherwise available to support the
costs of hedlth care services for children not aready
enrolled in the CSHCN program, the state department of
health shall document the need for such fundsor services
by accepting application inquiriesin accordance with the
provisions specified in thisrule.

(c) Applicationsfiled and in the possession of the state
department of health prior to the commissioner's written
determination, but upon which no determination of
eligibility has been made, shall be processed.

(d) If the commissioner subsequently makes awritten
determination that sufficient funds are appropriated or
otherwise available to support the cost of health care
services for additional children, the state department of
health shall notify, in writing, those persons whose
application inquiries are in the possession of the state
department of health and who may now be €ligible to
have their application processed as determined by the
availability of funding.

(e) The commissioner shall cause the posting of written
notices in congpicuous places in the CSHCN program
officesand clinicsand in other locationswhere such notices
are likely to be seen by prospective applicants when a
determination has been made as described in subsection (b).
Thewritten notices shdl state the following:



343 INDIANA STATE DEPARTMENT OF HEALTH

(1) That asof adate certain, the CSHCN programisno
longer processing applications because of insufficient
funds.

(2) Any other information the state department of

health may deem necessary.

(f) The commissioner shall cause the posting of the
notice set forth in subsection (e) at least fourteen (14)
days prior to terminating the processing of applications
for the CSHCN program.

(g) If the commissioner has made awritten determina
tionthat processing of applicationsshall not continue, the
county department shall, nevertheless, continueto obtain,
from prospective applicants, an application inquiry form
containing the following information:

(1) Name, address, and telephone number.

(2) Date that the prospective applicant came to the

county department to make an application inquiry.

(3) Any other additional information required by the

commissioner.

(h) Thecounty department shall informthe prospective
applicant that the signing of the application inquiry form
and providing of information described in subsection (g)
does not mean that the state department of health will
process the application inquiry. The prospective appli-
cant shall a so beinformed the compl etion and mailing of
the application inquiry by the county department to the
state department of health does not necessarily ensure
eligibility for health care services under the CSHCN
program. The county department shall also provide any
additional information to the prospective applicant as
may be required by the commissioner.

(i) The county department shall send the information
provided in accordance with subsection (g) to the state
department of health within fourteen (14) days of the
filling out of the application inquiry as described in
subsection (g).

(i) The commissioner shall causetheposting of written
notices in conspicuous places in the CSHCN program
officesand regional diagnostic and treatment centersand
inother locationswhere such noticesarelikely to be seen
by prospective applicants when the CSHCN program
reinstates processing applications.

(k) The written notices shall state the following:

(1) The CSHCN program is reopening the processing

of applications.

(2) Prospective applicants must contact the county

department to complete the application.

(3) The effective date for payment of health care

services.

(4) The prospective applicant's failure to contact the

county department within thirty (30) days of notifica-

tion shall result in the application not being processed.

() The state department of health shall also notify, in

4101AC3.2-5-1

writing, the county department concerning the reopening
of the CSHCN program. Thewritten notice shall include
the following information:

(1) The estimated number of prospective applicants

that may be processed within the limitations of avail-

able funding.

(2) Anindividual listing of the prospective applicants

residing within the county whose applications may be

eigible for processing.

(m) The state department of health shall mail written
notification to the county department and prospective
applicants within fourteen (14) days of the date that the
commissioner determines that the CSHCN program will
resume processing applications.

(n) The county department shall keep copies of the
written notification to the prospective applicants and
shall make awritten record of any other efforts made to
notify the prospective applicants. These records shall be
made apart of the county department's CSHCN program
files and shall be open to the director for review.

(o) The state department of health will reopen the
CSHCN program to prospective applicants in the order
that the application inquiry information described in
subsection (g) is received by the state department of
health.

(p) For purposes of this rule, a transfer from one (1)
county to another of a child aready receiving hedth care
servicesunder the CSHCN program shall not be considered
to be a new applicant unless the child or family has not
notified their CSHCN care coordinator in accordance with
4101AC 3.2-5-2. (Indiana Sate Department of Health; 410
IAC 3.2-4-1; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2174;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 5. Information
4101AC3.2-5-1 Hedthinsuranceinformation and utilization
4101AC 3.2-5-2 Family responsihility to disclose informa
tion

4101AC3.2-5-1 Healthinsuranceinformation and

utilization
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 1. (@) The county department shall document
information on any health insurance that the child's
family may have.

(b) Familiesshall providehealthinsuranceinformation
to the county department. Families shall also release
health insurance information to the providers when
services are rendered.

(c) Families that are reimbursed directly by an insur-
ance company shall reimburse the provider.
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(d) The CSHCN program shall be a payor of last
resort. Providers shall bill a family's health care insur-
ance prior to submitting a claim to the CSHCN program
for payment of a clam. Providers shall include an
insurance rejection or payment statement on the claim
when submitting the claim to the CSHCN program for
payment. (Indiana State Department of Health; 410 1AC
3.2-5-1; filed Apr 12, 1993, 5:00 p.m.: 16 IR 2176;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 3.2-5-2 Family responsibility to disclose

information
Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 2. A personwho isapplying for CSHCN services
or afamily of a child enrolled in the CSHCN program
shall immediately do the following:

(1) Inform the child's CSHCN care coordinator of

changes in their financial circumstances that may

affect the family's financial eligibility.

(2) Inform the child's CSHCN care coordinator of any

plans that the family has to move to a new address

within the current county of residence, to another
county, or to another state.

(3) Inform the child's CSHCN care coordinator of

changesinthechild'smedical conditionthat may affect

the child's medical eligibility.

(4) Inform the child's CSHCN care coordinator of any

changes in the child's health insurance benefits.
(Indiana Sate Department of Health; 410 IAC 3.2-5-2;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2176; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 6. Eligibility
4101AC 3.2-6-1 Financial digibility
4101AC3.2-6-2 Medicadl digibility

4101AC 3.2-6-1 Financial eligibility
Authority: |C 16-35-2-7
Affected: |C 16-35-2

Sec. 1. (@) A child not enrolled as of December 31,
1992, is financially eligible for the CSHCN program
servicesset forthin4101AC 3.2-7-2and 410 1AC 3.2-7-
3 if the child's family's gross income is equal to or less
than one hundred eighty-five percent (185%) of the
financial eligibility standard. A child must also be
medically eligible according to section 2 of thisrule.

(b) If funds are available in addition to those required
to provide services to enrolled children eligible under
subsection (a), and if the grossincome of the family of a
child not enrolled as of December 31, 1992, is greater
than one hundred eighty-five percent (185%), but less
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than or equal to two hundred fifty percent (250%) of the
financial eligibility standard, such child may be deter-
mined to be financially eligible to receive CSHCN
program services or insurance. A child must also be
medically eligible according to section 2 of thisrule.

(c) Todeterminefinancial eigibility under the CSHCN
program, the county department shall utilizethefinancial
eligibility schedule equal to one hundred eighty-five
percent (185%) of the poverty income guideline by
family size. The state department of health shall provide
the county department with the financia eligibility
schedule.

(d) The state department of health shall publish annu-
allyintheIndianaRegister the poverty incomeguidelines
used to determinethefinancial eligibility for the CSHCN
program.

(e) For purposes of determining financia eligibility,
income includes the following:

(1) Public assistance or welfare payments.

(2) Monetary compensation for services, including

wages, salary, commissions, or fees.

(3) Net income from farm and nonfarm self-employ-

ment.

(4) Socia Security.

(5) Dividends or interest on savings, stocks or bonds,

income from estates or trusts, or net rental income.

(6) Unemployment compensation.

(7) Government pensions, civilian or military, or

veterans payments.

(8) Private pensions or annuities.

(9) Alimony or child support.

(10) Regular contributions from persons not living in

the household.

(11) Net royalties.

(12) Other cash income not previously designated.

Other cash income includes, but is not limited to:

(A) cash amounts received or withdrawn from any
source, including savings, investments, trust ac-
counts, lottery, or other prize winnings,

(B) settlements or awards resulting from lawsuits;
(C) monetary gifts;

(D) contributions and funds raised by popular
subscription; and

(E) other resources that are available to the child's
family.

(f) For purposesof determiningfinancial eligibility, the
following shall not be considered income:

(1) Payments or allowances received pursuant to the

Home Energy Assistance Act of 1980.

(2) Thevalue of assistanceto children or their families

under the National School Lunch Act, the Child

Nutrition Act of 1966, and the Food Stamp Act of

1977.
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(3) Reimbursements from the Uniform Relocation
Assistanceand Real Property Acquisition PoliciesAct
of 1970.

(4) Any payment to volunteers under Title | (VISTA

and others), Title Il (RSVP - foster grandparents, and

others) of the Domestic Volunteer Service Act of

1973.

(5) Payment to volunteersunder Section 8 of the Small

Business Act (SCORE and ACT).

(6) Paymentsreceived under the Job Training Partner-

ship Act.

(7) Educational grants and student loans.

(8) College or university assistantships.

(9) Subsidized housing.

(10) Food allowanceor subsidized housing for military

personnel or military housing alowances received by

families living off base.

(9) If an individual or family is temporarily living
within another household, only the income of child or
family applying for the CSHCN program shall be used
for determining financia eigibility.

(h) The county department shall verify a family's
income by reviewing any one (1) or more of the follow-
ing:

(1) A card or other written documentation indicating

that the applicant is currently enrolled in the Specia

Supplemental Food Program for Women, Infants, and

Children (WIC).

(2) Check stubsfromthe three (3) most recent consec-

utive pay periods.

(3) Most recently filed federal income tax form.

(4) Other written documentation approved by the

director.

(i) Farm income may be determined by having the
applicant show theapplicant'smost recently filed Internal
Revenue Service tax form.

(i) Nonfarm self-employment may be determined by
having the applicant show themost recently filed Internal
Revenue Service tax form.

(k) Monetary compensation for services, including
wages, commissions, or fees may be determined by
having the applicant show themost recently filed Internal
Revenue Service tax form.

() If an applicant states that they receive no income,
the county department shall ask the applicant, and
document in writing, how the applicant receives eco-
nomic support for food, shelter, clothing, health care, and
other needs. The county department and the state depart-
ment of health may use this information to assist with
care coordination services and referrals.

(m) Incomereceivedirregularly shall beaveraged over
atwelve (12) month period.

(n) If achild marries after the child is enrolled in the

4101AC3.2-6-2

CSHCN program, the child'sfinancial eligibility shall be
reevaluated.

(o) If achildisadopted after thechild isenrolledinthe
CSHCN program, and there is a court order for support
of the child, the child shall continue to be financially
eligiblefor the CSHCN program. (Indiana Sate Depart-
ment of Health; 410 IAC 3.2-6-1; filed Apr 12, 1993,
5:00 p.m.: 16 IR 2176; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC 3.2-6-2 Medical eligibility
Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 2. () To be medically eligible for the CSHCN
program, a child shall meet the following requirements:

(1) Be under twenty-one (21) years of age.

(2) Have a physical condition that has lasted or is

expected to last at least two (2) yearsif not treated and

the physical condition necessitates more health care
servicesthanisusually required for achild of that age.

(3) The physical condition also produces or will

produce disability, disfigurement, limitation of func-

tion, need for a special diet, or dependence on an
assistivedevice; or noninterventionwill, withinone(1)
year, lead to a chronic disabling physical condition.

(4) Have at least one (1) of the eligible medical condi-

tions defined in subsection (b).

(b) For a child not enrolled in the program as of
December 31, 1992, the medical conditions €eligible for
the CSHCN program are the following:

(1) Apneadefined by one (1) or more of thefollowing

criteria

(A) Infants at high risk for recurring apnea defined
by one (1) or more of the following criteria:
(i) Infantswith one (1) or more severeapparent life
threatening events (ALTE) requiring resuscitation
or vigorous stimulation.
(ii) Preterm infants with symptomatic apnea.
(iii) Infants who have had two (2) or more siblings
that have been Sudden Infant Death Syndrome
(SIDS) victims.
(iv) Infants at high risk of apnea from medical
conditions such as central hypoventilation syn-
drome, myotonic dystrophy, or Arnold Chiari
malformation.
(B) Infants at possible increased risk for recurring
apnea defined by one (1) or more of the following
criteria
(i) Infants with tracheostomies.
(i) Infants with craniofacial anomalies such as
Pierre Robin.
(iii) Infants with bronchopulmonary dysplasia.
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(iv) Infants with myelodysplasia.
(C) Infants shall be reassessed for the need for
continued monitoring at least every six (6) months.
(2) Arthritis resulting in disability.
(3) Asthma defined by one (1) or more of the follow-
ing criteria
(A) Requiring daily therapy with two (2) or more
prescription medications, including, but not limited
to, the following:
(i) Inhaled bronchodilators.
(i) Inhaled cromolyn.
(iii) Inhaled corticosteroid.
(iv) Theophylline.
(v) Oral steroids (daily or every other day).
(vi) Inhaled ipratropium bromide or atropine.
(B) Despite taking appropriate daily medication,
more than two (2) hospitalizations for asthma, each
lasting at least four (4) days, have occurred within
the last twelve (12) months.
(C) Hospitalization for asthmahas been required for
more than fifteen (15) days in a single twelve (12)
month period.
(4) Cerebra pasy or other static encephalopathy
resulting in loss of motor function or dysarthria
(5) Chronic anemia requiring two (2) or more blood
transfusions or resulting in two (2) or more crises
requiring hospitalization.
(6) Cleft lip or palate, or both.
(7) Congenital or acquired devel opmental deformities.
(8) Congenital heart disease or arrhythmias requiring
eectrophysiologic studies, catheterization, or surgery
on the heart or major vessels.
(9) Chromosomal disorders resulting in loss of motor
function or expressive language function.
(10) Chronic pulmonary disease defined by one (1) or
more of the following criteria:
(A) Oxygen dependent as defined by requiring
supplemental oxygen to maintain a resting PO,
greater than seventy (70) millimeters of mercury or
an oxygen saturation greater than ninety-two percent
(92%).
(B) Requiring oxygen (samecriteriaasin clause(A))
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(vi) Digoxin.
(vii) High calorie feedings or nutritional supple-
ments.
(viii) Gastrostomy or naso-oro gas-
tric/duodenal/jejunal feedings.
(ix) Tracheostomy.
(x) Home cardiorespiratory monitor.
(xi) Mechanical ventilation, full-time or part-time.
(xii) Other technologic support, such as feeding
pump or suction equipment.
(xiii) Home oxygen therapy for longer thantwo (2)
months.
(11) Cystic fibrosis.
(12) Endocrine deficiencies requiring the following
replacement therapy longer than five (5) years, includ-
ing the following:
(A) Hypothyroidism.
(B) Adrenocortical insufficiency.
(C) Insulin dependent diabetes mellitus.
(D) Panhypopituitarism.
Growth hormone therapy for isolated short stature
without other medical indications is not an eligible
medical condition.
(13) Bilateral hearing loss greater than forty (40)
decibels.
(14) Hemophiliarequiring factor replacement at least
two (2) times ayear.
(15) Hydrocephalus requiring or likely to require a
shunt during childhood.
(16) Inflammatory bowel disease requiring multiple
hospitalizationswithinthe past two (2) years, resection
of the bowel, or hyperalimentation for longer than one
(1) month.
(27) Inborn errors of metabolism that have a potential
for asignificantly improved outcomeif treated with a
special diet or prescription medication.
(18) Neuromuscular dysfunction.
(19) Myelodysplasia or other spinal cord dysfunction.
(20) Oncologic disorders.
(21) Progressive or chronic renal disease with hyper-
tension or rena insufficiency.
(22) Epilepsy requiring daily prescription medication.

during feeding or during sleep. (Indiana Sate Department of Health; 410 |AC 3.2-6-2;
(C) Requiring continuous positive alveolar pressure filed Apr 12, 1993, 5:00 p.m.: 16 IR 2177; readopted
(CPAP). filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

(D) Requiring three (3) or more medicines or treat-
ments, including, but not limited to, the following:
(i) Inhaled bronchodilator.
(i) Inhaled antiinflammatory drugs, such as Intal
or corticosteroids.
(iii) Daily theophylline.
(iv) Daily diuretics.
(v) Antihypertensive medication.

Rule 7. Delivery Systems
4101AC 3.2-7-1 Hedlth care service delivery system
4101AC 3.2-7-2 Basic services included in the health care
service package
4101AC3.2-7-3 Limited health care servicesincluded in the
health care service package
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4101AC 3.2-7-1 Health care servicedelivery sys-

tem
Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 1. (@) The director shall select and approve
physicians and other persons to provide health care
services to children enrolled in the CSHCN program.

(b) To enable the child to receive health care services
in a setting that is most appropriate for the type of
medical condition affecting the child, the director may
assign achild enrolledinthe CSHCN programto receive
theedligiblehealth care services set forthin sections 2 and
3 of thisrulefromone (1) or more approved primary care
physicians, medical specialists, or other hedth care
providers.

(c) The CSHCN program shall only pay for the health
care services set forth in section 2 of this rule if such
health care services are provided in the state of Indiana.

(d) Health care services set forth in section 3 of this
rule may be provided outside the state of Indianaif the
director determinesthat the specific health care serviceis
not readily availableto achild within the state of Indiana.
(Indiana Sate Department of Health; 410 IAC 3.2-7-1,
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2179; readopted
filed Jul 11, 2001, 2:23 p.m.; 24 IR 4234)

410 1AC 3.2-7-2 Basic services included in the

health care service package
Authority: |C 16-35-2-7
Affected: |C 16-35-2

Sec. 2. (@) Theavailability and provision of health care
services included in the basic service component is
contingent upon the availability of program funding.

(b) The CSHCN program shall pay no greater than the
Medicaid ratefor any health care servicesincludedin the
basic service package as defined as follows:

(1) Primary care visits conducted by approved provid-

ers in accordance with recommendations from the

American Academy of Pediatrics.

(2) Secondary care visits at approved providers for

medically necessary diagnostic and treatment services.

(3) Drugs and medications requiring a prescription

under Indiana or federal law that are medically neces-

sary for treatment or control of any medical conditions
affectingthechild. Insulinandinsulin syringesshall be
provided when prescribed by an approved provider.

(4) Immunizationsrequired by Indianalaw and admin-

istered in accordance with recommendations from the

American Academy of Pediatrics and the Centers for

Disease Control.

(c) The CSHCN program shall provide or pay only for

4101AC3.2-7-3

generically equivalent drugs and medications unless a
generically equivalent drug or medicationisnot available
or ismedically contraindicated.

(d) If a prescription is filled under the CSHCN pro-
gram, the pharmacist shall substitute a generically
equivaent drug product if the substitution would result
in alower price unless:

(2) thewords*Brand Medically Necessary” arewritten

in the practitioner's own writing on the form; or

(2) the practitioner has indicated that the pharmacist

may hot substitute a generically equivalent drug

product by orally stating that a substitution is not
permitted.

(e) If the practitioner orally states that a generically
equivalent drug product may not be substituted, the
practitioner must subsequently forward to the pharmaci st
awritten prescription with the “Brand Medically Neces-
sary” instruction appropriately indicated in the physi-
cian's own handwriting.

(f) Thebrand nameof the prescribed drug product may
not beincluded on the prescription contai ner label unless
it isthe drug product actually dispensed.

(g) The pharmacist shall record on the prescription the
name of the manufacturer or distributor, or both, of the
actual drug product dispensed under this section.

(h) The CSHCN program shall not pay for over-the-
counter drugs, medications, or supplies. Vitamins,
nutritional supplements, and formula shall be provided
only when medically necessary for treatment of an
eligible medical condition, when these items are not
provided through other programs, including, but not
limited to, the Special Supplemental Food Program for
Women, Infants, and Children (WIC) and when autho-
rized by the director. (Indiana State Department of
Health; 410 |AC 3.2-7-2; filed Apr 12, 1993, 5:00 p.m..
16 IR 2179; readopted filed Jul 11, 2001, 2:23 p.m.: 24
IR 4234)

410 |AC 3.2-7-3 Limited health care servicesin-
cluded in the health care ser-
vice package

Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 3. (a) Theavailability and provision of health care
services included in the limited service component is
contingent upon the availability of program funding.

(b) Available funds may be utilized to purchase
insurance or pay for one (1) or more of the following
health care services authorized as appropriate to the
eligible medical condition or conditions of an enrolled
child:

(1) Inpatient services.
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(2) Emergency services.

(3) Durable equipment and supplies.

(4) X-rays and laboratory services.

(5) Surgery.

(6) Dental services.

(7) Therapy.

(c) The CSHCN program shall only provide or pay for
health care services or insurance set forth in subsection
(@ or (b) if the director has approved the hedlth care
servicesasnecessary or appropriatefor theconditions, as
listed under subsection (d), (€), or (f).

(d) Level | éligible medical conditions are defined in
410 1AC 3.2-6-2 and shall include the following:

(1) Apnea.

(2) Arthritis.

(3) Asthma

(4) Bilateral hearing loss.

(5) Epilepsy.

(6) Hydrocephalus.

(7) Neuromuscular dysfunction.

(e) Level 11 eligible medical conditions are defined in
410 IAC 3.2-6-2 and shall include the following:

(1) Cerebral palsy.

(2) Chromosomal disorders.

(3) Cleft lip or palate, or both.

(4) Congenital or acquired developmental deformities.

(5) Endocrine deficiencies.

(6) Inborn errors of metabolism.

(7) Hemophilia.

(8) Inflammatory bowel disease.

(f) Level 111 eligible medical conditions are defined in
410 IAC 3.2-6-2 and shall include the following:

(1) Chronic anemia.

(2) Chronic pulmonary disease.

(3) Congenital heart disease or arrhythmias.

(4) Cystic fibrosis.

(5) Myelodysplasia or spinal cord dysfunction.

(6) Oncologic diseases.

(7) Progressive or chronic renal disease.

(g) The director shall have the authority to determine
medical digibility and the services or insurance to be
provided under the program. (Indiana Sate Department
of Health; 410 IAC 3.2-7-3; filed Apr 12, 1993, 5:00
p.m.. 16 IR 2180; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

Rule 8. Coordination Services
410 IAC 3.2-8-1 Care coordination services

410 |AC 3.2-8-1 Carecoordination services
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2
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Sec. 1. Theavailability and provision of care coordina
tion services is contingent upon the availability of
CSHCN program funding. (Indiana State Department of
Health; 410 IAC 3.2-8-1; filed Apr 12, 1993, 5:00 p.m.
16 IR 2180; readopted filed Jul 11, 2001, 2:23 p.m.: 24
IR 4234)

Rule9. Travel
410IAC 3.2-9-1 Travel reimbursement

410 IAC 3.2-9-1 Travel reimbursement
Authority: IC 16-35-2-7
Affected: 1C 16-35-2

Sec. 1. (a) The availability and provision of travel
reimbursement is contingent upon the availability of
CSHCN program funding.

(b) Thedirector may reimburseachild or family travel
expenses incurred in transporting a child to approved
health care providers.

(c) Thedirector shall provide travel reimbursement in
accordance with state travel policies and procedures
established by the department of administration and
approved by the state budget agency.

(d) The director shall not reimburse a child or family
for total distances traveled that are less than fifty (50)
miles per round trip. (Indiana Sate Department of
Health; 410 |AC 3.2-9-1; filed Apr 12, 1993, 5:00 p.m.:
16 IR 2180; readopted filed Jul 11, 2001, 2:23 p.m.: 24
IR 4234)

Rule 10. Confidentiality
410 1AC 3.2-10-1 Confidentiality

410 1AC 3.2-10-1 Confidentiality
Authority: 1C 16-35-2-7
Affected: 1C 16-35-2

Sec. 1. The state department of health shall treat the
medical information of children applyingfor and enrolled
in the CSHCN program as confidential and follow all
appropriatestateand federal |awsregarding theconfiden-
tiaity of medical information. (Indiana State Department
of Health; 410 IAC 3.2-10-1; filed Apr 12, 1993, 5:00
p.m.: 16 IR 2181; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

Rule 11. Advisory Council
410 1AC 3.2-11-1 Advisory council

410 1AC 3.2-11-1 Advisory council
Authority: IC 16-35-2-7
Affected: IC 16-35-2
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Sec. 1. The director shall periodically report to the
advisory council on the administration of the CSHCN
program, including, but not limited to, providing infor-
mation on the fiscal status of the CSHCN program.
(Indiana State Department of Health; 410 1AC 3.2-11-1;
filed Apr 12, 1993, 5:00 p.m.: 16 IR 2181; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

ARTICLE 3.5. INFORMED CONSENT FORM
FOR ABORTION (EXPIRED)
(Expired under IC 4-22-2.5, effective January 1, 2002.)

ARTICLE 4. INDUSTRIAL HYGIENE
(REPEALED)
(Repealed by Indiana State Department of Health,; filed
Oct 24, 1996, 4:00 p.m.: 20 IR 752)

ARTICLE 5. RADIOLOGICAL HEALTH

Rulel.  Genera Provisions

Rule 2. Registration of Radiation Machine Facilities and
Services

Rule 3. Licensing of Radioactive Material

Rule 4. Protection and Exposure Standards

Rule5. Non-Medical Radiography

Rule6.  X-Raysin the Healing Arts (Repeal ed)

Rule6.1. X-RaysintheHealing Arts

Rule 7. Sealed Radioactive Sources in the Healing Arts

Rule 8. Radiation Safety Requirements for Analytical X-
Ray Equipment

Rule9. Radiation Safety Requirementsfor Particle Acceler-
ators

Rule10. Notices, Instructions and Reports to Workers;
Inspections

Rule10.1. Wireline Service Operationsand Subsurface Tracer
Studies; Safety Standards

Diagnostic Radiation MachineOperators; Certifica-
tion

Rulell.

Rule 1. General Provisions

4101AC5-1-1  Scopeof rule

4101AC5-1-2  Définitions

4101AC5-1-3  Exemptionsfromrule
4101AC5-1-4  Recordkeeping

4101AC5-1-5  Inspections of facilities and records
410IAC5-1-6 Tests

4101AC5-1-7  Additiona requirements
410IAC5-1-8  Violations

410IAC5-1-9  Prohibited devices

410IAC5-1-10 Board address

410 1AC 5-1-10.5 Internationa system of units
4101AC5-1-11 Transport grouping of radionuclides
4101AC5-1-12 Testsfor specia form licensed materia

4101AC 5-1-1 Scopeof rule
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

4101AC5-1-2

Sec. 1. Pursuant to the authority found in IC 13-1-2-9
[1C 13-1 was repealed by P.L.1-1996, SECTION 99,
effective July 1, 1996.] providing for the granting,
suspending, revoking, or amending general or specific
licenses for radioactive materials and the registration of
radiation sources. Nothing in 410 IAC 5 shall apply to
any person to the extent such person is subject to regula-
tion by the U.S. Nuclear Regulatory Commission.
(Indiana Sate Department of Health; Rule HRH-2,PT
A,Sec AL filed May 26, 1978, 3:30 pm: 1 IR 127; filed
Feb 29, 1984, 10:10 am: 7 IR 829; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-1-2 Definitions
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 2. Asused in 410 IAC 5, these terms have the
definitions set forth below. Additional definitions used
only in acertain part will be found in that part.

“Accelerator-produced material” means any material
made radioactive by exposing it in aparticle accelerator.

“Act” meansthe Radiation Control Act of Indiana, IC
13-1-2[IC 13-1 wasrepealed by P.L.1-1996, SECTION
99, effective July 1, 1996.], Indiana General Assembly.

“Agreement state” means any state with which the
United States Nuclear Regulatory Commission has
entered into an effective agreement under Section 274 b.
of the Atomic Energy Act of 1954, as amended (73 Stat.
689).

“ Airborneradioactive material” meansany radioactive
material dispersed in theair in the form of dusts, fumes,
Mists, vapors, or gases.

“Airborne radioactivity area’ means (1) any room,
enclosure, or operating areainwhich airborneradioactive
meaterial existsin concentrationsin excessof theamounts
specifiedin Table |, Column 1 of 410 1AC 5-4-27; or (2)
any room, enclosure, or operating areain which airborne
radioactive material exists in concentrations which,
averaged over the number of hours in any week during
which individuals are in the area, exceed 25 percent of
the amounts specified in Table |, Column 1 of 410 IAC
5-4-27.

“Board” means executive board of the Indiana state
board of health or its duly authorized representatives.

“Byproduct material” means any radioactive material
(except special nuclear material) yielded in or made
radioactive by exposure to the radiation incident to the
processof producing or utilizing special nuclear material.

“Caendar quarter” means not lessthan 12 consecutive
weeks nor more than 14 consecutive weeks. The first
calendar quarter of each year shall begin in January and
subsequent calendar quarters shall be so arranged such
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that no day isincluded in more than one calendar quarter
and no day in any one year is omitted from inclusion
within acalendar quarter. No licensee or registrant shall
change the method observed by him of determining
calendar quartersfor purposesof 4101 AC 5 except at the
beginning of a calendar year.

“Cdlibration” means the determination of (1) the
response or reading of an instrument relative to a series
of known radiation values over the range of the instru-
ment, or (2) the strength of a source of radiation relative
to a standard.

“CFR” means Code of Federal Regulations (1982
Edition).

“Controlled area” see “Restricted area.”

“Curie” means aunit of quantity of radioactivity. One
curie (Ci) is that quantity of radioactive material which
decays at the rate of 3.7 x 10 transformations per
second (tps). Commonly used submultiples of the curie
are the millicurie and the microcurie. One millicurie
(mCi) =0.001 curie= 3.7 x 10" tps. One microcurie (*Ci)
=0.000001 curie= 3.7 x 10* tps. (See 410 IAC 5-1-10.5
for Sl equivalent becquerel.)

“Depleted uranium” means the source materia ura-
niuminwhichtheisotope uranium-235islessthan 0.711
weight percent of the total uranium present. Depleted
uranium does not include specia nuclear material.

“Dose” asusedin4101AC 5 shall mean absorbed dose
or dose equivalent as appropriate.

“Absorbed dose” is the energy imparted to matter by
ionizing radiation per unit mass of irradiated material
at the place of interest. The special unit of absorbed
doseistherad. (Seerad.) (See 410 IAC 5-1-10.5 for
Sl equivalent gray.)
“Dose equivalent” is a quantity that expresses on a
common scale for al radiation a measure of the
postulated effect on agiven organ. It is defined asthe
absorbed dosein rads times certain modifying factors.
Theunit of dose equivalent istherem. (Seerem.) (See
410 IAC 5-1-10.5for Sl equivalent sievert.)
“Dose commitment” means the total radiation dose to
apart of the body that will result from retention in the
body of radioactive material. For purposes of estimat-
ing the dose commitment, it is assumed that from the
time of intake, the period of exposure to retained
material will not exceed 50 years.

**Exposure” means the quotient of dQ by dm where
“dQ” isthe absolute value of thetotal charge of theions
of one sign produced in air when all the electrons
(negatrons and positrons) liberated by photons in a
volume element of air having mass*“dm” are compl etely
stopped in air. (The special unit of exposure is the
roentgen (R).) (See 410 IAC 5-1-10.5 for Sl equivalent
coulomb per kilogram).
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*(When not indicated as above or indicated as “ expo-
sure (X),” the term “exposure’” has a more general
meaning in 410 IAC5.)

“Exposure rate” means the exposure per unit of time,
such as R/min, mR/h etc.

“Former U.S. Atomic Energy Commission (AEC) or
U.S. Nuclear Regulatory Commission (NRC) licensed
facilities” meansnuclear reactors, nuclear fuel reprocess-
ing plants, uranium enrichment plants or critical mass
experimental facilitieswhere AEC or NRC licenseshave
been terminated.

“Healing arts” includes any system, treatment, opera-
tion, diagnosis, prescription or practice for the ascertain-
ment, cure, relief, palliation, adjustment or correction of
any human or animal disease, ailment, deformity, injury
or unhealthy or abnormal physical or mental condition.

“High radiation area” means any area, accessible to
individuals, in which there existsradiation at such levels
that amajor portion of the body could receivein any one
hour a dose in excess of 100 millirems.

“Human use” means the internal or external adminis-
tration of radiation or radioactive material to human
beings.

“Individual” means any human being.

“Ingpection” meansan official examination or observa
tion including but not limited to tests, surveys, and
monitoring to determine compliance with rules, regula-
tions, orders, requirements and conditions of the board.

“Interlock” meansadevicearranged or connected such
that the occurrence of an event or condition is required
bef ore asecond event or condition can occur or continue
to occur.

“License” means a license issued by the board in
accordance with 410 IAC5and IC 13-1-2[IC 13-1 was
repealed by P.L.1-1996, SECTION 99, effective July 1,
1996.].

“Licensee” means any person who is licensed by the
board in accordance with 410 IAC5and IC 13-1-2[IC
13-1wasrepealed by P.L.1-1996, SECTION 99, effective
July 1, 1996.].

“Licensing state” means any state with regulations
equivalent to the suggested state regulations for control
of radiation relating to, and an effective programfor, the
regulatory control of NARM.

“Magjor processor” meansauser processing, handling,
or manufacturing radioactive material exceeding Type A
guantities as unsealed sources or material, or exceeding
4times Type B quantities as seal ed sources, but does not
include nuclear medicine programs, universities, indus-
trial radiographers, or small industrial programs. Type A
and B quantities are defined in Section 71.4 of 10 CFR
Part 71.

“NARM”

means any naturaly-occurring or
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accelerator-produced radioactive material. It does not
include byproduct, source or special nuclear material.

“Natural radioactivity” means radioactivity of
naturally-occurring nuclides.

“Qccupational dose” means exposure of an individual
toradiation (1) in arestricted area or (2) in the course of
employment in which the individua's duties involve
exposure to radiation provided that occupational dose
shall not be deemed to include any exposure of an
individual to radiation for the purpose of diagnosis or
therapy of such individual.

“Particle accelerator” means any machine capable of
accelerating electrons, protons, deuterons, or other
charged particles in a vacuum and of discharging the
resultant particulate or other radiation into a medium at
energies usually in excess of 1 MeV.

“Person” means any individual, corporation, partner-
ship, firm, association, trust, estate, public or private
institution, group, agency, political subdivision of this
state, any other state or political subdivision or agency
thereof, and any legal successor, representative, agent or
agency of the foregoing.

“Personnel monitoring equipment” meansdevices(e.g.
film badges, pocket dosimeters, and thermoluminescent
dosimeters) designed to beworn or carried by an individ-
ual for the purpose of estimating the dosereceived by the
individual.

“Pharmacist” meansanindividual licensed by the state
of Indiana to compound and dispense drugs, prescrip-
tions, and poisons.

“Physician” means an individual licensed by the state
of Indianato dispense drugsin the practice of medicine.

“Rad” means the special unit of absorbed dose. One
rad equals one hundredth of a joule per kilogram of
material; for example, if tissueisthe materia of interest,
then 1 rad equals 100 ergs per gram of tissue.

“Radiation” meansionizingradiation; i.e., gammarays
and x-rays, alphaand beta particles, high speed el ectrons,
neutrons, high speed protons, and other nuclear particles.

“Radiationarea” meansany area, accessibletoindivid-
uals, in which there exists radiation at such levelsthat a
major portion of the body could receivein any one hour
adose in excess of 5 millirems, or in any 5 consecutive
days a dose in excess of 100 millirems.

“Radiation machine€” means any device capable of
producing radiation except thosewhich produceradiation
only from radioactive material.

“Radiation safety officer” means one who has the
knowledge and responsibility to apply appropriate
radiation protection regulations.

“Radioactive materia” means any material (solid,
liquid or gas) which emits radiation spontaneously.

“Radioactivity” means the transformation of unstable
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atomic nuclei by the emission of radiation.

“Registrant” means any person who is registered with
the board and is legally obligated to register with the
board asrequired by 410 IAC5and IC 13-1-2[IC 13-1
wasrepealed by P.L.1-1996, SECTION 99, effective July
1,1996.].

“Registration” means registration with the board in
accordance with 410 IAC 5.

“Regulations of the U.S. Department of Transporta-
tion” means the regulationsin 49 CFR Parts 100-189.

“Rem” means a specia unit of dose equivalent. (One
millirem (mrem) = 0.001 rem.) For the purpose of 410
IAC5, any of thefollowing is considered to be equal to
one rem:

(1) An exposure of 1 roentgen of x or gamma radia-

tion;

(2) An absorbed dose of 1 rad dueto x, gammaor beta

radiation;

(3) An absorbed dose of 0.05 rad due to particles

heavier than protons and with sufficient energy to

reach the lens of the eye;

(4) An absorbed dose of 0.1 rad due to neutrons or

high energy protons.Y (See 410 IAC 5-1-10.5 for Sl

equivalent sievert.)

Y1 it is more convenient to measure the neutron flux
or equivalent than to determine the neutron absorbed
dose in rads, one rem of neutron radiation may, for
purposes of 410 IAC 5, be assumed to be equivalent to
14 million neutrons per square centimeter incident upon
the body; or if there exists sufficient information to
estimate with reasonable accuracy the approximate
distribution in energy of the neutrons, the incident
number of neutrons per square centimeter equivalent to
one rem may be estimated from the following table:

Neutron Flux Dose Equivalents
Number of neutronsper  Average flux density to

Neutron square centimeter for adose deliver 100 milliremsin
energy equivalent to 1 rem 40 hours (neutrons/cm?
(MeV) (neutrons/cm?) per second)
Thermal .............. 970x 10° .................. 670
00001................ 720x 10° ... 500
0005...............t. 820x 10° .................. 570
002.......ccviint. 400% 10° ...l 280
01, 120 10° ...l 80
05.. ... 43x 10° L. 30
10, 26x 10° ...l 18
25, 29x 10° ... 20
50 26x 10° ...l 18
75 24x 10° ... 17
100. ..o 24x 10° ...l 17
10030 ............... WUx 10° ... 10

“Research and development” means. (1) theoretical
analysis, exploration, or experimentation or (2) theextension
of invedtigative findings and theories of a scientific or



4101AC5-1-2

technicd nature into practica application for experimental
and demondiration purposes, including the experimental
production and testing of models, devices, equipment,
materias, and processes. Research and development does
not include the internal or externa administration of radia-
tion or radioactive materia to human beings.

“Restricted area’ (controlled area) means any area
accesstowhichiscontrolled by thelicensee or registrant
for purposes of protection of individuals from exposure
to radiation and radioactive material. “ Restricted area”
shall not include any areas used for residentia quarters
although a separate room or rooms in a residential
building may be set apart as arestricted area.

“Roentgen” (R) means the specia unit of exposure.
One roentgen equals 2.58 x 10* coulombs/kilogram of
air (see “Exposure’).

“Sedled source” means radioactive material that is
permanently bonded or fixed in a capsule or matrix
designed to prevent release and dispersal of the radioac-
tive material under the most severe conditionswhich are
likely to be encountered in normal use and handling.

“Source material” means: (1) uranium or thorium, or
any combination thereof, in any physical or chemical
form or (2) ores which contain by weight one-twentieth
of one percent (0.05 percent) or more of (i) uranium, (ii)
thoriumor (iii) any combination thereof. Source material
does not include special nuclear material.

“Source material milling” means any activity that
resultsin the production of byproduct material asdefined
by definition (2) of source material.

“Source of radiation” means any radioactive material
or any device or equipment emitting or capable of
producing radiation.

“Special form” means any of the following physical
forms of licensed materia of any transport group:

(1) The material isin solid form having no dimension

less than 0.5 millimeter or at least one dimension

greater than five (5) millimeters, does not melt, sub-
limeor ignitein air at atemperature of 1000° F (538°

C); will not shatter or crumble if subjected to the

percussiontest describedin Appendix B,4101AC5-1-

12; and is not dissolved or converted into dispersible

form to the extent of more than 0.005 percent by

weight by immersionfor 1 week inwater at 68° F (20°

C) orinair at 86° F (30° C); or

(2) The material is securely contained in a capsule

having no dimension lessthan 0.5 millimeter or at | east

one dimension greater than five (5) millimeters, which
will retain its contents if subjected to the tests pre-
scribed in Appendix B, 410 IAC 5-1-12; and whichis
constructed of material swhich do not melt, sublime or
ignitein air at 1475° F (802° C), and do not dissolve
or convert into dispersible form to the extent of more
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than 0.005 percent by weight by immersion for 1 week

inwater at 68° F (20° C) orin air a 86° F (30° C).

“Special nuclear material in quantities not sufficient to
form a critical mass’ means uranium enriched in the
isotope U-235 in quantities not exceeding 350 grams of
contained U-235, U-233 in quantities not exceeding 200
grams; plutoniumin quantities not exceeding 200 grams;
or any combination of them in accordance with the
following formula: For each kind of specia nuclear
meaterial, determine the ratio between the quantity of that
specia nuclear material and the quantity specified above
for the samekind of special nuclear material. The sum of
such ratiosfor al of thekinds of special nuclear material
in combination shall not exceed “1” (i.e., unity). For
example, the following quantities in combination would
not exceed the limitation and are within the formula:

176 (grams contained U-235) 50 (grams U-233) 50 (grams Pu)
350 200 200

=1

“Survey” means an evaluation of the production, use,
release, disposal, and/or presence of sourcesof radiation
under a specific set of conditions to determine actual or
potential radiation hazards. When appropriate, such
evaluation includes but is not limited to tests, physical
examination and measurements of levels of radiation or
concentration of radioactive material present.

“Test” meansthe processof verifying compliancewith
the applicable sections of 410 IAC 5.

“Transport group” meansany one of seven groupsinto
which radionuclides in norma form are classified
according to their toxicity and their relative potential
hazard in transport (see Appendix A, 410 IAC 5-1-11).

(1) Any radionuclide not specifically listed in one of

the groups in Appendix A, 410 IAC 5-1-11 shall be

assigned to one of the groups in accordance with the
following table:

Radioactive half-life

O0to Over

1000 1000 days 10°
Radionuclide days to 10°years  years
Atomic number Group Group 11 Group
1-81 " "
Atomic number  Group Group | Group
82 and over 11

(2) For mixtures of radionuclides the following shall

apply:
(i) If the identity and respective activity of each
radionuclide are known, the permissible activity of
each radionuclide shall be such that the sum for all
groups present of the ratio between the total activity
for each group to the permissible activity for each
group will not be greater than unity.
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(i) If the groups of the radionuclides are known but
the amount in each group cannot be reasonably
determined, themixture shall be assigned to themost
restrictive group present.

(i) If theidentity of all or some of theradionuclides
cannot be reasonably determined, each of those
unidentified radionuclides shall be considered as
bel onging to the most restrictive group which cannot
be positively excluded.

(iv) Mixturesconsisting of asingleradioactivedecay
chain where the radionuclides are in the naturally-
occurring proportionsshall be considered asconsist-
ing of asingle radionuclide. The group and activity
shall bethat of thefirst member present inthe chain,
except that if a radionuclide “X” has a half-life
longer than that of the first member and an activity
greater than that of any other member, including the
first, at any time during transportation, the transport
group of the nuclide “X” and the activity of the
mixture shall be the maximum activity of that nu-
clide“ X" during transportation.

“U.S. Department of Energy” meansthe Department of
Energy established by Public Law 95-91, August 4, 1977,
91 Stat. 565, 42 U.S.C. 7101 et seq., to the extent that the
department exercises functions formerly vested in the
U.S. Atomic Energy Commission, its chairman, mem-
bers, officers, and components and transferred to the
U.S. Energy Research and Development Administration
and to the administrator thereof pursuant to sections
104(b), (c), and (d) of the Energy Reorganization Act of
1974 (Public Law 93-438, October 11, 1974, 88 Stat.
1233 a 1237, effective January 19, 1975) and
retransferred to the Secretary of Energy pursuant to
section 301(a) of the Department of Energy Organization
Act (Public Law 95-91, August 4, 1977, 91 Stat. 565 at
577-578, 42 U.S.C. 7151, effective October 1, 1977).

“Uncontrolled area’ see“Unrestricted area.”

“Unrefined and unprocessed ore” means ore in its
natural form prior to any processing, such as grinding,
roasting, beneficiating, or refining.

“Unrestrictedarea’ (uncontrolled area) meansany area
access to which is not controlled by the licensee or
registrant for purposes of protection of individuals from
exposure to radiation and radioactive material and any
area used for residential quarters.

“Waste handling licensees’ means personslicensed to
receive and store radioactive wastes prior to disposal
and/or persons licensed to dispose of radioactive waste.

“Worker” meansany individual engaged inwork under
a license or registration issued by the board and con-
trolled by alicensee or registrant but doesnot includethe
licensee or registrant. (Indiana State Department of
Health; Rule HRH-2,PT A,Sec A.2; filed May 26, 1978,
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3:30 pm: 1 IR 127; filed Feb 29, 1984, 10:10 am: 7 IR
829; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 1AC 5-1-3 Exemptionsfrom rule
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 3. (a) General Provision. The board may, upon
application therefore or upon its own initiative, grant
such exemptions or exceptions from the requirements of
4101AC5asit determinesare authorized by law and will
not result in undue hazard to public health and safety or
property.

(b) Carriers. Common and contract carriers, freight
forwarders, and warehousemen, who are subject to the
rules and regulations of the U.S. Department of Trans-
portation or the U.S. Postal Service are exempt from 410
IAC 5to the extent that they transport or store sources of
radiation in the regular course of their carriage for
another or storage incident thereto. Private carriers who
are subject to the rules and regulations of the U.S.
Department of Transportation are exempted from 410
IAC 5 to the extent that they transport sources of radia-
tion. Common, contract, and private carrierswho are not
subject to the rules and regulations of the U.S. Depart-
ment of Transportation or the U.S. Postal Service are
subject to applicable sections of 410 IAC 5.

(c) U.S. Department of Energy Contractors and U.S.
Nuclear Regulatory Commission Contractors. Any U.S.
Department of Energy contractor or subcontractor and
any U.S. Nuclear Regulatory Commission contractor or
subcontractor of the following categories operating
within the state of Indianais exempt from 410 IAC 5to
the extent that such contractor or subcontractor under his
contract receives, possesses, Uses, transfers or acquires
sources of radiation:

(1) Prime contractors performing work for the U.S.

Department of Energy at U.S. Government-owned or

-controlled sites, including the transportation of

sources of radiation to or from such sites and the

performance of contract services during temporary
interruptions of such transportation;

(2) Prime contractors of the U.S. Department of

Energy performing research in, or development,

manufacture, storage, testing or transportation of,

atomic weapons or components thereof;

(3) Prime contractors of the U.S. Department of

Energy using or operating nuclear reactors or other

nuclear devicesinaUnited States Government-owned

vehicle or vessel; and

(4) Any other prime contractor or subcontractor of the

U.S. Department of Energy or of theU.S. Nuclear Regula
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tory Commission when the state of Indianaand the U.S.
Nuclear Regulatory Commission jointly determine:
(i) that the exemption of the prime contractor or
subcontractor is authorized by law; and
(ii) that under the terms of the contract or subcon-
tract, there is adequate assurance that the work
thereunder can be accomplished without undue risk
to the public health and safety.
(Indiana Sate Department of Health; Rule HRH-2,PT
A,Sec A.3; filed May 26, 1978, 3:30 pm: 1 IR 130; filed
Feb 29, 1984, 10:10 am: 7 IR 834; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-1-4 Recordkeeping
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 4. Each licensee and registrant shall maintain records
showing the receipt, transfer, and disposal of al sources of
radiation. Additional record requirements are specified
elsawhere in 410 IAC 5. (Indiana Sate Department of
Health; RuleHRH-2,PT A,.Sec A4; filed May 26, 1978, 3:30
pm: 1 IR 131; filed Feb 29, 1984, 10:10 am: 7 IR 835;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-1-5 Ingpections of facilitiesand records
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 5. (a) Each licensee and registrant shall afford the
board at all reasonable times opportunity to inspect
sources of radiation and the premises and facilities
wherein such sources of radiation are used or stored.

(b) Eachlicenseeand registrant shall makeavailabletothe
board for ingpection, upon reasonable notice, records
maintained pursuant to 410 IAC 5. (Indiana Sate Depart-
ment of Health; Rule HRH-2,PT A,.Sec A.5; filed May 26,
1978, 3:30pm: 11R131; filed Feb 29, 1984, 10:10am: 7 IR
835; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-1-6 Tests
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 6. Each licensee and registrant shall performupon
instructions from the board, or shall permit the board to
perform such reasonable tests as the board deems appro-
priate or necessary including, but not limited to, tests of ;

(a) sources of radiation;

(b) facilities wherein sources of radiation are used or

stored;

(c) radiation detection and monitoringinstruments; and

(d) other equipment and devices used in connection

with utilization or storage of licensed or registered
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sources of radiation.
(Indiana Sate Department of Health; Rule HRH-2,PT
A,Sec A.6; filed May 26, 1978, 3:30 pm: 1 IR 131; filed
Feb 29, 1984, 10:10 am: 7 IR 835; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-1-7 Additional requirements
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 7. The board may by rule, regulation, or order,
impose upon any licensee or registrant such requirementsin
addition to those established in 410 IAC 5 as it deems
appropriate or necessary to minimizedanger to public heath
and safety or property. (Indiana State Department of Heal th;
Rule HRH-2,PT A,Sec A.7; filed May 26, 1978, 3:30 pm: 1
IR131; filed Feb 29, 1984, 10:10 am: 7 IR 835; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-1-8 Violations
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 8. Any person who willfully violates any provi-
sion of 410 IAC 5 or order issued thereunder will be
subject to controls in IC 13-1-2-20 [IC 13-1 was re-
pealed by P.L.1-1996, SECTION 99, effective July 1,
1996.] and IC 13-1-2-21 [IC 13-1 was repealed by
P.L.1-1996, SECTION 99, effective July 1, 1996.].
(Indiana Sate Department of Health; Rule HRH-2,PT
A,Sec A.8; filed May 26, 1978, 3:30 pm: 1 IR 131; filed
Feb 29, 1984, 10:10 am: 7 IR 835; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 IAC 5-1-9 Prohibited devices
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 9. (a) Hand-held fluoroscopic screens shall not be
used.

(b) Shoe-fitting fluoroscopic devices shall not be used.
(Indiana Sate Department of Health; Rule HRH-2,PT
A,Sec A9; filed May 26, 1978, 3:30 pm: 1 IR 131; filed
Feb 29, 1984, 10:10 am: 7 IR 836; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-1-10 Board address
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 10. All communications and reports concerning 410
IAC 5, and applications filed thereunder, should be ad-
dressed to the board at its office | ocated at the Indiana State
Board of Hedlth, 1330 West Michigan Street, Indianapalis,
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Indiana 46206. (Indiana Sate Department of Health; Rule Am-243 I
HRH-2,PT A,Sc A.10; filed May 26, 1978, 3:30 pm: 1 IR Antimony (51) Sh-122 v
131; filed Feb 29,1984, 10:10am: 7 IR836; readoptedfiled Sh-124 11
Jul 11, 2001, 2:23 p.m.; 24 IR 4234) Sh-125 "
Argon (18) Ar-37 VI

410 IAC 5-1-10.5 International system of units Ar-41 T
ey |G c e AraL (reompresed* v
Arsenic (33) As73 v
Sec. 10.5. The Metric Conversion Act of 1975 (PL 94- As-74 v
168) urged the increasing awareness and use of the As-76 v
International System of Units (Sl). Where appropriate, As-77 v
schedules and appendices are provided with notes Astatine (85) At-211 i
concerning conversion factors. The inclusion of the Sl Barium (56) Ba-131 v
equivalent isfor informational purposes only. Ba-133 I
(8) Absorbed dose. The unit of absorbed dose is the Ba-140 "
gray (Gy), which isequal to 1 joule per kilqgram. One Berkelium (97) Bk-249 |
ra_d isequal to 1 x 102_gr_ay. Sub-multiples mc!uded in Beryllium (4) Be7 IV
thisdocument arethe milligray (mGy) and the microgray Bismuth (83) Bi-206 AV
(HGY). Bi-207 i

(b) Dose equivalent. The unit of dose equivalent isthe

sievert (Sv) which isequal to 1 joule per kilogram. One B!—210 .
remisequal to 1 x 10 sievert. Sub-multiplesincludedin ) Bi-212 i
this document are the millisievert (mSv) and the Bromine (35) Br-82 IV
microsievert (USV). Cadmium (48) Cd-109 v
(c) Exposure. The unit of exposure is the coulomb per Cd-115m 1
kilogram (C/kg). One roentgen is equal to 2.58 x 10* Cd-115 v
coulomb per kilogram. Submultiples of this unit are the Calcium (20) Ca45 v
millicoulomb per kilogram (mC/kg) and the Ca47 v
microcoulomb per kilogram (UC/Kkg). Cdlifornium (98)  Cf-249 I
(d) Radioactivity. The unit of measurement of radioac- Cf-250 |
tivity is the becquerel (Bg) and is equal to one transfor- Cf-252 I
mation per second. One curie is equal to 3.7 x 10° Carbon (6) c-14 v
bgcquerel s. Multiples included in this document are Cerium (58) Ce-141 v
kilobecquerel (kBq), megabecquerel (MBQ), Ce-143 v
gigabecquerel (GBQ), and petabecquerel (PBQ). (Indiana Ce-144 m
Sate Department of Health; 410 1AC 5-1-10.5; filed Feb Cesium (55) Cs131 v
29, 1984, 10:10 am: 7 IR 836; readopted filed Jul 11, Cs134m i
2001, 2:23 p.m.: 24 IR 4234)
Cs134 Il
410 IAC 5-1-11 Trangport grouping of radionuclides Cs-135 IV
Authority: IC 16-41-35-26; IC 16-41-35-29 Cs-136 v
Affected: |C 16-41-35 Cs-137 "
Chlorine (17) Cl-36 Il
Sec. 11. Cl-38 v
APPENDIX A Chromium (24) Cr-51 \Y;
TRANSPORT GROUPING OF RADIONUCLIDES Cobalt (27) Co-56 Il
Element! Radionuclide? Group Co-57 v
Actinium (89) Ac-277 | Co-58m v
Ac-228 | Co-58 v
Americium (95)  Am-241 | Co-60 I

Copper (29) Cu-64 v
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Curium (96)

Dysprosium (66)

Erbium (68)

Europium (63)

Fluorine (9)
Gadolinium (64)

Gallium (31)

Germanium (32)
Goald (79)

Hafnium (72)

Holmium (67)
Hydrogen (1)

Indium (49)

lodine (53)

Iridium (77)

Iron (26)

Krypton (36)
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Cm-242
Cm-243
Cm-244
Cm-245
Cm-246
Dy-154
Dy-165
Dy-166
Er-169
Er-171
Eu-150
Eu-152m
Eu-152
Eu-154
Eu-155
F-18
Gd-153
Gd-159
Ga-67
Ga72
Ge-71
Au-193
Au-194
Au-195
Au-196
Au-198
Au-199
Hf-181
Ho-166
H-3 (see tritium)
In-113m
In-114m
In-115m
In-115
1-124
[-125
1-126
1-129
-131
1-132
1-133
1-134
1-135
Ir-190
Ir-192
Ir-194
Fe-55
Fe-59
Kr-85m

I
v
v
v
v
I
v
I
I

v
v
v
v
I
v
v
I
I
I
v
v
v
v
v

v
Il
v
v
I
Il
I
Il
I
v
I
v
v
v
I
v
v
v
I

Lanthanum (57)
Lead (82)
Lutetium (71)
Magnesium (12)
Manganese (25)

Mercury (80)

Mixed fission
products (MFP)
Molybdenum (42)
Neodymium (60)
Neptunium (93)

Nickel (28)

Niobium (41)

Osmium (76)

Palladium (46)

Phosphorus (15)
Platinum (78)

Plutonium (94)

Kr-85m (uncom-
pressed).¥
Kr-85

Kr-85 (uncompressed).¥

Kr-87

Kr-87 (uncompressed).¥

La-140
Pb-203
Pb-210
Pb-212
Lu-172
Lu-177
Mg-28
Mn-52
Mn-54
Mn-56
Hg-197m
Hg-197
Hg-203

Mo-99
Nd-147
Nd-149
Np-237
Np-239
Ni-56
Ni-59
Ni-63
Ni-65
Nb-93m
Nb-95
Nb-97
0Os-185
Os-191m
0Os-191
0s-193
Pd-103
Pd-109
P-32
Pt-191
Pt-193
Pt-193m
Pt-197m
Pt-197
Pu-238(F)
Pu-239(F)
Pu-240
Pu-241(F)

356

I
VI
I
\Y
v
v
I
I
Il
Y
I
v
v
v
v
v
v
I

v

v
v
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Polonium (84)
Potassium (19)

Praseodymium (59)

Promethium (61)

Protactinium (91)

Radium (88)

Radon (86)

Rhenium (75)

Rhodium (45)

Rubidium (37)

Ruthenium (44)

Samarium (62)

Scandium (21)

Selenium (34)
Silicon (14)
Silver (47)

Sodium (11)

Strontium (38)
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Pu-242
Po-210
K-42
K-43
Pr-142
Pr-143
Pm-147
Pm-149
Pa-230
Pa-231
Pa-233
Ra-223
Ra-224
Ra-226
Ra-228
Rn-220
Rn-222
Re-183
Re-186
Re-187
Re-188
Re-Natura
Rh-103m
Rh-105
Rb-86
Rb-87
Rb-Natural
Ru-97
Ru-103
Ru-105
Ru-106
Sm-145
Sm-147
Sm-151
Sm-153
Sc-46
Sc-47
Sc-48
Se-75
Si-31
Ag-105
Ag-110m
Ag-111
Na-22
Na-24
Sr-85m
Sr-85
Sr-89
Sr-90

v
I
v
v
v
Y

Y
I
v
v
Y
v
v
v
v
v
v
v
v
v
v
I
Il
I
v
v
Il
v
v
v
v
v
I
v
Il
v
v
v
Il

Sulfur (16)
Tantalum (73)
Technetium (43)

Tellurium (52)

Terbium (65)

Thallium (81)

Thorium (90)

Thulium (69)

Tin (50)

Tritium (1)

Tungsten (74)

Uranium (92)
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Sr-91 Il
Sr-92 v
S35 v
Ta182 Il
Tc-96m v
Tc-96 v
Tc-97m v
Tc-97 v
Tc-99m v
Tc-99 v
Te-125m v
Te-127m v
Te-127 v
Te-129m Il
Te-129 v
Te-131m Il
Te-132 v
Th-160 Il
TI-200 v
TI-201 v
TI-202 v
TI-204 Il
Th-227 I

Th-228 I

Th-230 I

Th-231 I

Th-232 I
Th-234 I

Th-Natural I
Tm-168 Il
Tm-170 I
Tm-171 v
Sn-113 v
Sn-117m Il
Sn-121 Il
Sn-125 v
H-3 v
H-3 (asagas, as lumi- VIl

nous paint, or adsorbed
on solid material).

W-181
W-185
W-187
U-230
U-232
U-233 (F)
U-234
U-235(F)
U-236

v
v
v
I
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U-238 Il
U-Natura "
U-Enriched (F) Il
U-Depleted 1l
Vandium (23) V-48 v
V-49 Il
Xenon (54) Xe-125 Il
Xe-131m Il
Xe-131m (uncompressed).y
Xe-133 Il
Xe-133 (uncompressed).¥ VI
Xe-135 1
Xe-135 (uncompressed).¥ vV
Y tterbium (70) Yb-175 WY,
Yttrium (39) Y-88 1
Y-90 v
Y-91m Il
Y-91 Il
Y-92 v
Y-93 v
Zinc (30) Zn-65 WY,
Zn-69m v
Zn-69 v
Zirconium (40) Zr-93 v
Zr-95 Il
Zr-97 v

¥ Atomic number shown in parentheses.

Z Atomic mass number shown after the element symboal.

¥ Uncompressed means at a pressure not exceeding
one atmosphere.

m Metastable state.

(F) Fissile material.

For any radionuclide not specifically listed or for mix-
tures of radionuclides, refer to the definition of “trans-
portgroup” in4101AC5-1-2. (Indiana Sate Department
of Health; Rule HRH-2,PT A,Appendix A; filed May 26,
1978, 3:30 pm: 1 1R 131; filed Feb 29, 1984, 10:10 am:
7 IR 836; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

4101AC5-1-12 Testsfor special form licensed mate-

rial
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35
Sec. 12.

APPENDIX B TESTS FOR SPECIAL
FORM LICENSED MATERIAL
(1) Free Drop-A free drop through a distance of 30
feet (9.14 meters) onto a flat essentially unyielding
horizontal surface, striking the surfacein such aposition
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as to suffer maximum damage.

(2) Percussion—-mpact of the flat circular end of a1
inch (2.54 centimeters) diameter steel rod weighing 3
pounds (1.36 kilograms), dropped through a distance of
40 inches (1.02 meters). The capsule or material shall be
placed on a sheet of lead, of hardness number 3.5to0 4.5
on the Vickers scale, and not more than 1 inch (2.54
centimeters) thick, supported by a smooth essentially
unyielding surface.

(3) Heating—Heating in air to atemperature of 1475°
F (801.67° C) and remaining at that temperature for a
period of 10 minutes.

(4) Immersion—immersion for 24 hours in water at
roomtemperature. The water shall beat pH 6-pH 8, with
a maximum conductivity of 10 micromhos per centime-
ter. (Indiana State Department of Health; Rule HRH-
2,PT A Appendix B; filed May 26, 1978, 3:30 pm: 1 IR
134; filed Feb 29, 1984, 10:10 am: 7 IR 839; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 2. Registration of Radiation Machine
Facilities and Services

4101AC5-2-1  Scope of rules; registration of materials

4101AC5-2-2  Definitions

4101AC5-2-3  Exemptions

4101AC5-2-4  Application for registration of facility

4101AC5-2-5  Issuance of registration

4101AC5-2-6  Notice of changes

4101AC5-2-7  Advertising prohibitions

410 |IAC5-2-8 Dealers and assemblers; duties; notice and
reports to board

4101AC5-2-9 Bringing radiation machineinto state; appli-

cation

4101AC5-2-1 Scopeof rules; registration of mate-

rials
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 1. (a) 410 1AC 5-2 providesfor theregistration of
radiation machine facilities.

(b) In addition to the requirements of 410 IAC 5-2, dll
registrants are subject to the applicable provisions of
other sections of 410 IAC 5.

(c) In addition to 410 IAC 5-2-1(a) and 410 IAC 5-2-
1(b) each person who receives, possesses, uses, transfers
or acquires radioactive material shall register such
materials with the board in accordance with the require-
mentsof 410 1AC 5-2. Thisrequirement is effective until
the state entersinto an effective agreement with the U.S.
Nuclear Regulatory Commission for the transfer of
regulatory authority under Sec. 274(b) of the Atomic
Energy Act of 1954, as amended (73 Stat. 689) at which
time 410 IAC 5-3, Licensing of Radioactive Material,
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becomeseffective. (Indiana Sate Department of Health;
RuleHRH-2,PT B,Sec B.1; filed May 26, 1978, 3:30 pm:
1 IR 135; filed Feb 29, 1984, 10:10 am: 7 IR 839;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-2-2 Definitions
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 2. (a) For purposes of 410 IAC 5-2, “facility”
means the location at which one or more devices or
sources are installed and/or located within one building,
vehicle, or under one roof and are under the same
administrative control.

(b) Pursuant to 410 IAC 5-2-1(c) “radiation machine”
asused throughout 4101 AC 5-2 also refersto radioactive
material. (Indiana Sate Department of Health; Rule
HRH-2,PT B,Sec B.2; filed May 26, 1978, 3:30pm: 1IR
135; filed Feb 29, 1984, 10:10 am: 7 IR 840; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-2-3 Exemptions
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 3. (a) Electronic equipment that produces radia
tion incidental to its operation for other purposes is
exempt from the registration and notification require-
ments of 410 IAC 5-2, providing dose equivalent rate
averaged over an area of 10 square cm does not exceed
0.5 mrem per hour at 5 cmfrom any accessible surface of
such equipment. The production, testing or factory
servicing of such equipment shall not be exempt.

(b) Radiation machines while in transit or storage
incident thereto are exempt from the requirements of 410
IAC5-2.

(c) Domestic television receivers are exempt from the
requirements of 410 |AC 5-2. (Indiana State Department of
Health; RuleHRH-2,PT B,Sec B.3; filed May 26, 1978, 3:30
pm: 1 IR 135; filed Feb 29, 1984, 10:10 am: 7 IR 840;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-2-4 Application for registration of facility
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 4. Each person having aradiation machinefacility
shall:

(a) Register such facility with the board prior to the
operation of aradiation machinefacility. Theregistra-
tion shall be completed on forms furnished by the
board and shall contain all theinformation required by
the form and accompanying instructions.

(b) Designate on the application form an individual to
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be responsible for radiation protection.
(Indiana Sate Department of Health; Rule HRH-2,PT
B,Sec B.4; filed May 26, 1978, 3:30 pm: 1 IR 135; filed
Feb 29, 1984, 10:10 am: 7 IR 840; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-2-5 |ssuance of registration
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 5. (a) Upon a determination that an applicant
meets the requirements of 410 IAC 5, the board shall
issue aregistration.

(b) The board may incorporate in the registration at the
time of issuance or thereafter by appropriaterule, regulation
or order, such additiona requirements and conditions with
respecttotheregistrant'srecei pt, possession, useandtransfer
of radiation machines asit deems appropriate or necessary.
(Indiana Sate Department of Heal th; RuleHRH-2,PT B,Sec
B.5; filed May 26, 1978, 3:30 pm: 1 IR 135; filed Feb 29,
1984, 10:10 am: 7 IR 840; readopted filed Jul 11, 2001,
2:23p.m.; 241R4234)

410 1AC 5-2-6 Notice of changes
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 6. Theregistrant shall notify the board in writing
before making any change which would render the
information contained in the registration no longer
accurate. (Indiana State Department of Health; Rule
HRH-2,PT B,Sec B.6; filed May 26, 1978, 3:30 pm: 1IR
135; filed Feb 29, 1984, 10:10 am: 7 IR 841; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-2-7 Advertising prohibitions
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 7. No person, in any advertisement, shall refer to the
fact that he or hisfacility isregistered with the board pursu-
ant to the provisions of 410 IAC 5-2 and no person shal
date or imply that any activity under such registration has
been approved by the board. (Indiana Sate Department of
Health; RuleHRH-2,PT B,SecB.7; filed May 26, 1978, 3: 30
pm: 1 IR 135; filed Feb 29, 1984, 10:10 am: 7 IR 841,
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-2-8 Dealersand assemblers; duties; no-

ticeand reportsto board
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 8. () Any person who sdlls, leases, transfers,
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lends, disposes, assembl es, or install sradiation machines
in this state shall notify the board within 15 days of:

(1) thenameand address of personswho havereceived

these machines;

(2) the manufacturer, model, and serial number of each

radiation machine transferred; and

(3) the date of transfer of each radiation machine.

(b) In the case of diagnostic x-ray systems which
contain certified components, a copy of the assembler's
report prepared in compliance with requirements of the
Federal Diagnostic X-Ray Standard (21 CFR 1020.30(d))
shall be submitted to the board within 15 daysfollowing
completion of the assembly. Such report shall sufficein
lieu of any other report by the assembler.

(c) No person shall make, sell, lease, transfer, lend,
assemble, or install radiation machines or the supplies
used in connection with such machines unless such
supplies and equipment when properly placed in opera-
tion and used shall meet the requirements of 410 IAC 5.
(Indiana Sate Department of Health; Rule HRH-2,PT
B,Sec B.8; filed May 26, 1978, 3:30 pm: 1 IR 135; filed
Feb 29, 1984, 10:10 am: 7 IR 841; readopted filed Jul
11, 2001, 2:23 p.m.;: 24 IR 4234)

4101AC 5-2-9 Bringing radiation machineinto

state; application
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 9. (a) Whenever any radiation machine is to be
brought into the state, for any temporary use, the person
proposing to bring such machine into the state shall give
written notice to the board at least two (2) working days
before such machineisto be used in the state. The notice
shall include the type of radiation machine; the nature,
duration, and scope of use; the exact location(s) where
the radiation machine is to be used; and states in which
this machine is registered. If for a specific case the two
working-day period would impose an undue hardship on
the person, he may, upon application to the board, obtain
permission to proceed sooner.

(b) The person referred to in 410 IAC 5-2-9(a) shall:

(1) comply with al applicable requirements of the

board including the certification of x-ray machine

operators;

(2) supply theboard with such other information asthe

board may reasonably request; and

(3) not operate within the state on atemporary basisin

excess of 180 calendar days per year.

(Indiana Sate Department of Health; Rule HRH-2,PT
B,Sec B.9; filed May 26, 1978, 3:30 pm: 1 IR 136; filed
Feb 29, 1984, 10:10 am: 7 IR 841; readopted filed Jul
11, 2001, 2:23 p.m.;: 24 IR 4234)
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410 1AC 5-3-1 Effective dates (Repeal ed)

Sec. 1. (Repealed by Indiana Sate Department of
Health; filed Feb 29, 1984, 10:10 am: 7 IR 829)

4101AC 5-3-2 Scopeof rule
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 2. (a) 410 IAC 5-3 provides for the licensing of
radioactive material. No person shall receive, possess,
use, transfer, own or acquire radioactive material except
as authorized in a specific or general license issued
pursuant to 410 |AC 5-3 or as otherwise provided in 410
IAC5-3.

(b) Provisionsfor thelicensing of radioactivematerials
asset forthin 410 1AC 5-3 shall become effective on the
date of an effective agreement between the U.S. Nuclear
Regulatory Commission and the state for the transfer of
regulatory authority under Section 274b of the Atomic
Energy Act of 1954, asamended (73 Stat 689); however,
NARM materialsarecovered by al applicableprovisions
of 410 1ACS.

(c) In addition to the requirements of 410 |AC 5-3, dll
licensees are subject to the requirements of 410 1AC 5-1,
410 IAC 5-4 and 410 IAC 5-10. Licensees engaged in
industrial radiographic operations are subject to the
requirements of 410 IAC 5-5 and licensees using sealed
sourcesinthehealing artsare subject to the requirements
of 410 IAC 5-7, and licensees engaged in wireline and
subsurface tracer studies are subject to the requirements
of 4101AC5-10.1. (Indiana Sate Department of Heal th;
RuleHRH-2,PT C,Sec C.1; filed May 26, 1978, 3:30 pm:
1 IR 136; filed Feb 29, 1984, 10:10 am: 7 IR 841,
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-3-3 Exemption of source materials
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 3. (@) Any person isexempt from 410 IAC 5-3to
the extent that such person receives, poSSesses, USES,
owns or transfers source materia in any chemical mix-
ture, compound, solution or aloy in which the source
material is by weight less than 1/20 of 1 percent (0.05
percent) of the mixture, compound, solution or alloy.

(b) Any personisexempt from 410 |AC 5-3to the extent
that such person receives, possesses, uses or transfers
unrefined and unprocessed ore containing source material;
provided that, except asauthorized in aspecificlicense, such
person shdl not refine or process such ore.

(c) Any person is exempt from 410 IAC 5-3 to the
extent that such person receives, possesses, Uses or
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transfers:

(1) Any quantities of thorium contained in:
(i) incandescent gas mantles,
(i) vacuum tubes,
(iii) welding rods,
(iv) electric lamps for illuminating purposes pro-
vided that each lamp does not contain more than 50
milligrams of thorium,
(v) germicidal lamps, sunlamps and lamps for
outdoor or industrial lighting provided that each
lamp does not contain more than 2 grams of thorium,
(vi) rare earth metals and compounds, mixtures and
products containing not more than 0.25 percent by
weight thorium, uranium or any combination of
these, or
(vii) personnel neutron dosimeters, provided that
each dosimeter does not contain more than 50
milligrams of thorium:
(2) Source materia contained in the following prod-
ucts:
(i) glazed ceramic tableware, provided that the glaze
contains not more than 20 percent by weight source
meaterial,
(i) glassware, glass enamel and glass enamel frit
containing not more than 10 percent by weight
source material, but not including commercially
manufactured glass brick, pane glass, ceramictileor
other glass, glass enamel or ceramic used in con-
struction, or
(iii) piezoelectric ceramic containing not more than
2 percent by weight source material;
(3) Photographic film, negatives and prints containing
uranium or thorium;
(4) Any finished product or part fabricated of, or
containing, tungsten-thorium or magnesium-thorium
aloys, provided that the thorium content of the alloy
does not exceed 4 percent by weight and that this
exemption shall not be deemed to authorize the chemi-
cal, physical or metallurgical treatment or processing
of any such product or part;
(5) Uranium contained in counterweights installed in
aircraft, rockets, projectiles and missiles, or stored or
handled in connection with installation or removal of
such counterweights, provided that:
(i) The counterweights are manufactured in accor-
dance with a specific license issued by the U.S.
Nuclear Regulatory Commission, authorizing distri-
bution by the licensee pursuant to 10 CFR Part 40.
(i) Each counterweight has been impressed with the
following legend clearly legible through any plating
or other covering: “DEPLETED URANIUM", ¥
(iif) Each counterweight is durably and legibly
labeled or marked with the identification of the
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manufacturer and the statement: “UNAUTHO-
RIZED ALTERATIONS PROHIBITED”,Y and

(iv) Thisexemption shall not be deemed to authorize
the chemical, physical or metallurgical treatment or
processing of any such counterweights other than
repair or restoration of any plating or other covering;

(6) Uranium used as shidding congtituting part of any

shipping container which is conspicuoudy and legibly

impressedwiththelegend“ CAUTION-RADIOACTIVE

SHIELDING-URANIUM" and which meetsthe specifi-

cations for containers for radioactive materia prescribed

inSection 173.394 or 173.395 of 49 CFR Part 173 of U.S.

Department of Trangportation regulations;

(7) Thorium contained in finished optical lenses,

provided that each lens does not contain more than 30

percent by weight of thorium, and that this exemption

shall not be deemed to authorize either:

(i) the shaping, grinding, or polishing of such lensor
manuf acturing processes other than the assembly of
such lens into optical systems and devices without
any alteration of thelens, or

(i) thereceipt, possession, useor transfer of thorium
contained in contact lenses or in spectacles or in
eyepiecesin binoculars or other optical instruments;

(8) Uranium contained in detector heads for use in fire

detection units, provided that each detector head contains

not more than 0.005 microcurie of uranium; or

(9) Thorium contained in any finished aircraft engine

part containing nickel-thoriaalloy, provided that:

(i) the thorium is dispersed in the nickdl-thoriaaloy in
theform of finely divided thoria (thorium dioxide), and
(ii) the thorium content in the nickel-thoria aloy
does not exceed 4 percent by weight.

(d) The exemptions in 410 IAC 5-3-3(c)(2), do not
authorize the manufacture of any of the products de-
scribed.

Y The requirements specified in 410 IAC 5-3-
3(c)(5)(ii) and (iii) need not be met by counterweights
manufactured prior to December 31, 1969; provided, that
such counterweights are impressed with the legend,
“CAUTION-RADIOACTIVE MATE-
RIAL-URANIUM”, as previously required by 410 IAC
5. (Indiana State Department of Health; Rule HRH-2,PT
C,Sec C.3; filed May 26, 1978, 3:30 pm: 1 IR 136; filed
Feb 29, 1984, 10:10 am: 7 IR 842; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-3-4 Exemption of materialsother than

sour ce materials
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 4. (a) Exempt Concentrations
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(1) Except as provided in 410 IAC 5-3-4(a)(2), any
person is exempt from this part to the extent that such
person receives, possesses, uses, transfers, owns or
acquires products containing radioactive material
introduced in concentrations not in excess of those
listed in Schedule A, 410 IAC 5-3-26.
(2) No person may introduce radioactive material into
a product or material knowing or having reason to
believe that it will be transferred to persons exempt
under 4101AC 5-3-4(a)(1) or equival ent regul ations of
the U.S. Nuclear Regulatory Commission, any agree-
ment state or licensing state, except in accordancewith
aspecificlicenseissued pursuantto 4101 AC 5-3-13(a)
or the general license provided in 410 IAC 5-3-24.
(b) Exempt Quantities
(1) Except asprovidedin 410 |AC 5-3-4(b)(3) and (4),
any personisexempt from410 |AC 5to the extent that
such person receives, possesses, uses, transfers, owns
or acquiresradioactivematerial inindividual quantities
each of which does not exceed the applicable quantity
set forth in Schedule B, 410 IAC 5-3-27.
(2) 410 IAC 5-3-4(b) does not authorize the produc-
tion, packaging or repackaging of radioactive material
for purposesof commercial distribution or theincorpo-
ration of radioactive material into products intended
for commercia distribution.
(3) No person may, for purposes of commercial
distribution, transfer radioactive material in the indi-
vidual quantities set forthin Schedule B, 410 IAC 5-3-
27, knowing or having reason to believe that such
quantities of radioactive material will betransferred to
persons exempt under 410 |AC 5-3-4(b) or equivalent
regulations of the U.S. Nuclear Regulatory Commis-
sion, any agreement state or licensing state, except in
accordance with a specific license issued by the U.S.
Nuclear Regulatory Commission pursuant to Section
32.18 of 10 CFR Part 32 or by the board pursuant to
410 1AC 5-3-13(b) which license states that the radio-
active material may be transferred by the licensee to
persons exempt under 410 1AC 5-3-4(b) or the equiva-
lent regulations of the U.S. Nuclear Regulatory Com-
mission, an agreement state or licensing state.?
(c) Exempt Items
(1) Certain items containing radioactive material.
Except for persons who apply radioactive material to,
or persons who incorporate radioactive material into
thefollowing products, any personisexempt from410
IAC 5 to the extent that he receives, possesses, Uses,
transfers, owns or acquires the following products:?
(i) Timepieces or hands or dials containing not more
than the following specified quantities of byproduct
material and not exceeding the following specified
radiation dose rate:
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(A) 25 millicuries of tritium per timepiece,
(B) 5 millicuries of tritium per hand,
(C) 15 millicuries of tritium per dia (bezels when
used shall be considered as part of the dia),
(D) 100 microcuriesof promethium-147 per watch
or 200 microcuries of promethium-147 per any
other timepiece,
(E) 20 microcuries of promethium-147 per watch
hand or 40 microcuries of promethium-147 per
other timepiece hand,
(F) 60 microcuries of promethium-147 per watch
dial or 120 microcuries of promethium-147 per
other timepiece dial (bezels when used shall be
considered as part of the dia),
(G) The radiation dose rate from hands and dials
containing promethium-147 will not exceed, when
measured through 50 milligrams per sgquare centi-
meter of absorber:
(aa) For wrist watches, 0.1 millirad per hour at 10
centimeters from any surface,
(bb) For pocket watches, 0.1 millirad per hour at 1
centimeter from any surface,
(cc) For any other timepiece, 0.2 millirad per hour
at 10 centimeters from any surface.
(H) Onemicrocurieof radium-226 per timepiecein
timepieces acquired prior to the effective date of
410IACHS.
(i) Lock illuminators containing not more than 15
millicuries of tritium or not more than 2 millicuries
of promethium-147 installed in automobile locks.
The radiation dose rate from each lock illuminator
containing promethium-147 will not exceed 1
millirad per hour at 1 centimeter from any surface
when measured through 50 milligrams per square
centimeter of absorber;
(iii) Precision balances containing not more than 1
millicurie of tritium per balance or not morethan 0.5
millicurie of tritium per balance part;
(iv) Automobile shift quadrants containing not more
than 25 millicuries of tritium;
(v) Marine compasses containing not more than 750
millicuries of tritium gas and other marine naviga-
tional instruments containing not more than 250
millicuries of tritium gas;
(vi) Thermostat dials and pointers containing not
more than 25 millicuries of tritium per thermostat;
(vii) Electron tubes; provided, that each tube does
not contain more than one of thefollowing specified
guantities of radioactive material:
(A) 150 millicuries of tritium per microwave
receiver protector tube or 10 millicuries of tritium
per any other electron tube;
(B) 1 microcurie of cobalt-60;
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(C) 5 microcuries of nickel-63;

(D) 30 microcuries of krypton-85;

(E) 5 microcuries of cesium-137;

(F) 30 microcuries of promethium-147;
And provided further, that the radiation dose rate
from each electron tube containing radioactive
material will not exceed 1 millirad per hour at 1
centimeter fromany surfacewhen measured through
7 milligrams per square centimeter of absorber;
(viii) lonizing radiation measuring instruments
containing, for purposes of internal calibration or
standardization, one or more sources of radioactive
material, provided that:

(A) Each source contains no more than one exempt

guantity set forth in Schedule B, 410 IAC 5-3-27,

and

(B) Each instrument contains no more than 10

exempt quantities. For purposes of this require-

ment, an instrument's source(s) may contain either

one or different types of radionuclides and an

individual exempt quantity may be composed of

fractional parts of one or more of the exempt

guantities in Schedule B, 410 IAC 5-3-27, pro-

vided that the sum of such fractions shall not

exceed unity.
(ix) Spark gap irradiators containing not more than
1 microcurieof cobalt-60 per spark gap irradiator for
use in electrically ignited fuel oil burners having a
firing rate of at least 3 gallons (11.4 liters) per hour.

(2) Self-Luminous Products Containing Radioactive
Material.

(i) Tritium, Krypton-85 or Promethium-147. Except
for persons who manufacture, process or produce
self-luminous products containing tritium, krypton-
85 or promethium-147, any person is exempt from
410 IAC 5 to the extent that such person receives,
possesses, uses, transfers, owns or acquires tritium,
krypton-85 or promethium-147 in self-luminous
products manufactured, processed, produced, im-
ported or transferred in accordance with a specific
license issued by the U.S. Nuclear Regulatory
Commission pursuant to Section 32.22 of 10 CFR
Part 32, which license authorizes the transfer of the
product to persons who are exempt from regulatory
requirements. Theexemptionin4101AC5-3-4(c)(2)
doesnot apply totritium, krypton-85 or promethium-
147 used in products for frivolous purposes or in
toys or adornments.
(ii) Radium-226. Any person is exempt from 410
IAC 5 to the extent that such person receives, pos-
sesses, uses, transfers or owns articles containing
less than 0.1 microcurie of radium-226 which were
acquired prior to the effective date of 410 IAC 5.
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(3) Gas and aerosol detectors containing radioactive
material.
(i) Except for persons who manufacture, process or
produce gas and aerosol detectors containing radio-
active material, any personisexempt from4101AC
5 to the extent that such person receives, possesses,
uses, transfers, ownsor acquiresradioactive material
in gas and aerosol detectors designed to protect life
or property fromfiresand airborne hazards provided
that detectors containing radioactive material shall
have been manufactured, imported or transferred in
accordancewith aspecificlicenseissued by the U.S.
Nuclear Regulatory Commission?/ pursuant to
Section 32.26 of 10 CFR Part 32; or alicensing state
pursuant to 410 IAC 5-3-13(c) which authorizesthe
transfer of the detectors to persons who are exempt
from regulatory requirements.
(if) Gas and aerosol detectors previously manufac-
tured and distributed to general licensees in accor-
dancewith aspecific licenseissued by an agreement
state shall be considered exempt under 410 |AC 5-3-
4(c)(3)(i), provided that the device is labeled in
accordance with the specific license authorizing
distribution of the general licensed device, and
provided further that they meet the requirements of
410 IAC 5-3-13(c).
(iii) Gas and aerosol detectors containing NARM
previously manufactured and distributed in accor-
dance with a specific license issued by alicensing
state shall be considered exempt under 410 AC5-3-
4(c)(3)(i), provided that the device is labeled in
accordance with the specific license authorizing
distribution, and provided further that they meet the
requirements of 410 IAC 5-3-13(c).
(4) Resins containing scandium-46 and designed for
sand consolidation in oil wells. Any person is exempt
from4101AC 5tothe extent that such personreceives,
possesses, uses, transfers, owns or acquires synthetic
plastic resins containing scandium-46 which are
designed for sand consolidation in oil wells. Such
resins shall have been manufactured or imported in
accordance with a specific license issued by the U.S.
Nuclear Regulatory Commission, or shall have been
manufactured in accordance with the specifications
contained in a specific license issued by the board or
any agreement state to the manufacturer of such resins
pursuant to licensing requirements equival ent to those
in Sections 32.16 and 32.17 of 10 CFR Part 32 of the
regulations of the Nuclear Regulatory Commission.
This exemption does not authorize the manufacture of
any resins containing scandium-46.
Z Authority to transfer possession or control by the
manufacturer, processor or producer of any equipment,
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device, commodity or other product containing byproduct
material whose subsequent possession, use, transfer and
disposa by all other persons are exempted from regulatory
requirements may be obtained only from the U.S. Nuclear
Regulatory Commission, Washington, D.C. 20555.

¥ For purposes of 410 IAC 5-3-4(c)(1)(vii) “electron
tubes” include spark gap tubes, power tubes, gas tubes
including glow lamps, receiving tubes, microwavetubes,
indicator tubes, pick-up tubes, radiation detection tubes
and any other completely sealed tube that is designed to
conduct or control electrical currents. (Indiana Sate
Department of Health; Rule HRH-2,PT C,Sec C.4; filed
May 26, 1978, 3:30 pm: 1 IR 137; filed Feb 29, 1984,
10:10 am: 7 IR 843; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC 5-3-5 Typesof licenses
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 5. Licenses for radioactive materials are of two
types. general and specific.

() General licenses provided in 410 IAC 5-3 are
effectivewithout thefiling of applicationswith the board
or the issuance of licensing documents to the particular
persons, although thefiling of acertificatewith theboard
may be required by the particular general license. The
general licenseeissubject to all other applicable portions
of 410 IAC 5 and any limitations of the general license.

(b) Specific licenses require the submission of an
application to the board and the issuance of alicensing
document by the board. The licensee is subject to all
applicable portions of 410 IAC 5 aswell as any limita-
tions specified in the licensing document. (Indiana Sate
Department of Health; RuleHRH-2,PT C,Sec C.20; filed
May 26, 1978, 3:30 pm: 1 IR 139; filed Feb 29, 1984,
10:10 am: 7 IR 845; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 |AC 5-3-6 General licensesfor source materials
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 6. (a) A genera licenseishereby issued authoriz-
ing commercia and industrial firms, research, educa-
tional and medical ingtitutions, and state and local
government agenciesto useand transfer not morethan 15
pounds (6.82 kg) of source material at any onetime for
research, development, educational, commercial, or
operational purposes. A person authorized to use or
transfer source material, pursuant to this general license,
may not receive more than a total of 150 pounds (68.2
kg) of source material in any one calendar year.
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(b) Persons who receive, possess, use or transfer
source material pursuant to the general licenseissued in
410 1AC 5-3-6(a) are exempt from the provisions of 410
IAC 5-4 and 410 IAC 5-10 of 410 IAC 5 to the extent
that such receipt, possession, use or transfer iswithin the
terms of such general license; provided, however, that
this exemption shall not be deemed to apply to any such
personwho isalsoin possession of source material under
a specific license issued pursuant to 410 IAC 5-3-6.

(c) A general license is hereby issued authorizing the
receipt of title to source material without regard to
guantity. This general license does not authorize any
person to receive, possess, use or transfer source mate-
rial.

(d) Depleted Uranium in Industrial Products and
Devices.

(1) A genera license is hereby issued to receive,

acquire, possess, use, or transfer, in accordance with

the provisions of 410 |AC 5-3-6(d)(2), (3), (4) and (5)

depleted uranium contained in industrial products or

devices for the purpose of providing a concentrated
mass in a small volume of the product or device.

(2) Thegeneral licensein 410 1AC 5-3-6(d)(1) applies

only toindustria products or deviceswhich have been

manufactured either in accordance with a specific
license issued to the manufacturer of the products or
devices pursuant to 410 IAC 5-3-13(m) or in accor-
dance with a specific license issued to the manufac-
turer by the U.S. Nuclear Regulatory Commission or
an agreement state which authorizes manufacture of
the products or devices for distribution to persons
generaly licensed by the U.S. Nuclear Regulatory

Commission or an agreement state.

(3)(i) Persons who receive, acquire, possess, or use

depleted uranium pursuant to the genera license

established by 410 IAC 5-3-6(d)(1) shall file board
form “W” “Registration Certificate-Use of Depleted

UraniumUnder General License,” with theboard. The

form shall be submitted within 30 days after the first

receipt or acquisition of such depleted uranium. The
registrant shall furnish on board form“W” thefollow-
ing information and such other information as may be
required by that form:
(A) Name and address of the registrant;
(B) A statement that the registrant hasdevel oped and
will maintain procedures designed to establish
physical control over thedepl eted uraniumdescribed
in 410 IAC 5-3-6(d)(1) and designed to prevent
transfer of such depleted uranium in any form,
including metal scrap, to persons not authorized to
receive the depleted uranium; and
(C) Name and/or title, address, and telephone num-
ber of the individual duly authorized to act for and
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on behalf of the registrant in supervising the proce-
duresidentified in 410 IAC 5-3-6(d)(3)(i)(B).
(ii) The registrant possessing or using depleted ura-
nium under the general license established by 4101AC
5-3-6(d)(1) shall report in writing to the board any
changesininformation furnished by himin board form
W “Registration Certificate—Use of Depleted Uranium
Under General License.” Thereport shall be submitted
within 30 days after the eff ective date of such change.
(4) A personwho receives, acquires, POSSesses, or Uses
depleted uranium pursuant to the genera license
established by 410 IAC 5-3-6(d)(1):
(i) Shall not introduce such depleted uranium, inany
form, into a chemical, physical, or metalurgica
treatment or process, except a treatment or process
for repair or restoration of any plating or other
covering of the depleted uranium;
(i) Shall not abandon such depleted uranium;
(iii) Shall transfer or dispose of such depleted
uranium only by transfer in accordance with the
provisions of 410 |AC 5-3-22. Inthe case where the
transferee receives the depleted uranium pursuant to
the general license established by 410 IAC 5-3-
6(d)(2), the transferor shall furnish the transferee a
copy of 410 IAC 5 and a copy of board form “W”,
410 IAC 5-3-32. In the case where the transferee
receives the depleted uranium pursuant to a general
license contained in the U.S. Nuclear Regulatory
Commission or agreement state's rule equivalent to
4101AC5-3-6(d)(1), thetransferor shall furnish the
transferee a copy of 410 IAC 5 and a copy of board
form*W" accompanied by anote explaining that use
of the product or device is regulated by the U.S.
Nuclear Regulatory Commission or agreement state
under requirementssubstantially thesameasthosein
4101ACH5;
(iv) Within 30 days of any transfer, shall report in
writing to the board the name and address of the
person receiving the depleted uranium pursuant to
such transfer; and
(v) Shal not export such depleted uranium except in
accordance with a license issued by the U.S. Nuclear
Regulatory Commission pursuant to 10 CFR Part 110.
(5) Any personreceiving, acquiring, possessing, using,
or transferring depleted uranium pursuant to the
genera license established by 410 IAC 5-3-6(d)(1)is
exempt fromtherequirementsof 410 IAC5-4and 410
| AC5-10with respect to the depl eted uranium covered
by that general license.
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.21; filed May 26, 1978, 3:30 pm: 1 IR 140; filed
Feb 29, 1984, 10:10 am: 7 IR 846; readopted filed Jul
11, 2001, 2:23 p.m.;: 24 IR 4234)
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4101AC5-3-7 General licensesfor materials other

than source materials
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 7. General Licenses*—Radioactive Material Other
Than Source Material. () Certain Devices and Equip-
ment. A general license is hereby issued to transfer,
receive, acquire, own, possess and use radioactive
material incorporated in the following devices or equip-
ment which have been manufactured, tested, and labeled
by the manuf acturer in accordance with aspecificlicense
issued to the manufacturer by the U.S. Nuclear Regula-
tory Commission for use pursuant to Section 31.3 of 10
CFR Part 31. This general license is subject to the
provisionsof 4101 AC5-1-4 through 4101AC5-1-9, 410
IAC 5-3-4(8)(2), 410 IAC 5-3-15, 410 IAC 5-3-22, 410
IAC 5-3-23, 410 IAC 5-3-25, 410 IAC 5-4,% and 410
IAC 5-10.

*Different general licenses are issued in this section,
each of which has its own specific conditions and
reguirements.

4 Attention is directed particularly to the provisions of
410 1AC 5-4 which relates to the labeling of containers.

(1) Static Elimination Device. Devices designed for

use as static eliminators which contain, as a sealed

source or sources, radioactive material consisting of a

total of not more than 500 microcuries of polonium-

210 per device or a tota of not more than 50

millicuries of hydrogen-3 (tritium) per device.

(2) lon Generating Tube. Devices designed for ioniza-

tion of air which contain, asasealed source or sources,

radioactive material consisting of atotal of not more

than 500 microcuries of polonium-210 per device or a

total of not more than 50 millicuries of hydrogen-3

(tritium) per device.

(b) Reserved

(c) Reserved

(d) Certain Measuring, Gauging or Controlling De-
vices.

(1) A generd license is hereby issued to commercial
and industrial firms and to research, educational and
medical institutions, individualsin the conduct of their
business, and state or local government agencies to
own, receive, acquire, possess, use or transfer in
accordance with the provisions of 410 IAC 5-3-
7(d)(2), (3), and (4), radioactive material, excluding
specia nuclear material, containedin devicesdesigned
and manufactured for the purpose of detecting, mea-
suring, gauging or controlling thickness, density, level,
interface location, radiation, leakage or qualitative or
guantitative chemical composition or for producing
light or an ionized atmosphere.
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(2) Thegeneral licensein 4101AC 5-3-7(d)(1) applies
only toradioactivematerial containedindeviceswhich
have been manufactured and labeled in accordance
with the specifications contained in a specific license
issued by the board pursuant to 410 IAC 5-3-13(d) or
in accordance with the specifications contained in a
specific licenseissued by the U.S. Nuclear Regulatory
Commission, an agreement state or a licensing state,
which authorizes distribution of devices to persons
generaly licensed by the U.S. Nuclear Regulatory
Commission, an agreement state or alicensing state.”
% Regulations under the Federal Food, Drug, and
Cosmetic Act authorizing the use of radioactive control
devices in food production require certain additional
labeling thereon which isfound in 21 CFR 179.21.
(3) Any person who owns, receives, acquires, pos-
sesses, uses or transfers radioactive material in a
device pursuant to the general licensein 410 1AC 5-3-
7(d)(2):
(i) Shall assurethat all 1abels affixed to the device at
the time of receipt, and bearing a statement that
removal of the label is prohibited, are maintained
thereon and shall comply with all instructions and
precautions provided by such |abels;
(i) Shall assure that the device istested for leakage
of radioactive material and proper operation of the
on-off mechanism and indicator if any, at no longer
than six-month intervalsor at such other intervalsas
are specified on the label; however,
(A) Devices containing only krypton need not be
tested for leakage of radioactive material, and
(B) Devices containing only tritium or not more
than 100 microcuries of other beta and/or gamma
emitting material or 10 microcuries of alpha emit-
ting material and devices held in storage in the
original shipping container prior toinitial installa-
tion need not be tested for any purpose;
(iti) Shall assure that other testing, installation,
servicingandremoval frominstallationinvolvingthe
radioactivematerial, itsshielding or containment, are
performed:
(A) In accordance with the instructions provided
by the labels; or
(B) By a person holding an applicable specific
license from the board, the U.S. Nuclear Regula-
tory Commission, an agreement state or alicensing
state to perform such activities;
(iv) Shall maintain records showing compliancewith
therequirementsof 4101AC5-3-7(d)(3)(ii) and (iii).
The records shall show the results of tests. The
records also shall show the dates of performance of,
and the names of persons performing, testing,
installation, servicing, and removal frominstallation
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concerning the radioactive material, its shielding or
containment. Recordsof testsfor |eakage of radioac-
tive material required by 410 IAC 5-3-7(d)(3)(ii)
shall be maintained for 1 year after the next required
leak test is performed or until the sealed source is
transferred or disposed of. Records of tests of the
on/off mechanismandindicator required by 4101AC
5-3-7(d)(3)(ii) shall be maintained for 1 year after
the next required test of the on/off mechanism and
indicator is performed or until the sealed source is
transferred or disposed of. Records which are re-
quired by 410 IAC 5-3-7(d)(3)(iii) shal be main-
tained for a period of 2 years from the date of the
recorded event or until the device is transferred or
disposed of;
(v) Upon the occurrence of afailure of or damageto,
or any indication of a possible failure of or damage
to, the shielding of the radioactive material or the
on/off mechanism or indicator, or upon thedetection
of 0.005 microcurie or more removable radioactive
material, shall immediately suspend operation of the
deviceuntil it has been repaired by the manufacturer
or other person hol ding an applicablespecificlicense
from the board, the U.S. Nuclear Regulatory Com-
mission, an agreement state or a licensing state to
repair such devices, or disposed of by transfer to a
person authorized by an applicable specific license
to receive the radioactive material contained in the
device and, within 30 days, furnish to the board a
report containing abrief description of the event and
the remedia action taken;
(vi) Shall not abandon the device containing radioac-
tive materia;
(vii) Except as provided in 410 IAC 5-3-
7(d)(3)(viii), shall transfer or dispose of the device
containing radioactive materia only by transfer to a
specific licensee of the board, the U.S. Nuclear
Regulatory Commission, an agreement state or a
licensing state whose specific license authorizeshim
to receive the device and within 30 days after trans-
fer of adevice to a specific licensee shal furnish to
the board a report containing identification of the
device by manufacturer's name and model number
and the nameand address of the person receiving the
device. No report is required if the device is trans-
ferred to the specific licensee in order to obtain a
replacement device;
(viii) Shall transfer the device to another general
licensee only:
(A) Wherethedeviceremainsin use at aparticular
location. In such case the transferor shall give the
transferee a copy of 410 IAC 5 and any safety
documentsidentified in thelabel onthe deviceand
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within 30 days of the transfer, report to the board
the manufacturer's name and model number of
device transferred, the name and address of the
transferee, and the name and/or position of an
individual who may constitute a point of contact
between the board and the transferee; or
(B) Where the device is held in storage in the
original shipping container at itsintended location
of useprior toinitial use by ageneral licensee; and
(ix) Shall comply with the provisions of 410 IAC 5-
4-22 and 410 IAC 5-4-23 for reporting radiation
incidents, theft, or loss of licensed material, but shall
be exempt from the other requirements of 410 IAC
5-4 and 410 IAC 5-10.
(4) The general license in 410 IAC 5-3-7(d)(1) does
not authorize the manufacture of devices containing
radioactive material.
(5) The general license provided in 410 IAC 5-3-
7(d)(2) is subject to the provisions of 410 IAC 5-1-4
through4101AC5-1-9,4101AC5-3-15,410IAC5-3-
22,410 1AC 5-3-23, and 410 IAC 5-3-25.
(e) Luminous Safety Devices for Aircraft.
(1) A generd licenseis hereby issued to own, receive,
acquire, possess and use tritium or promethium-147
contained in luminous safety devices for use in air-
craft, provided:
(i) Each device contains not more than 10 curies of
tritium or 300 millicuries of promethium-147; and
(i) Each device has been manufactured, assembled
or imported in accordance with a specific license
issued by the U.S. Nuclear Regulatory Commission,
or each device has been manufactured or assembled
in accordance with the specifications contained in a
specificlicenseissued by theboard or any agreement
stateto the manufacturer or assembl er of such device
pursuant to licensing requirements equivalent to
those in Section 32.53 of 10 CFR Part 32.
(2) Personswho own, receive, acquire, possess or use
luminous saf ety devicespursuant to the general license
in 410 IAC 5-3-7(e)(1) are exempt from the require-
ments of 410 IAC 5-4 and 410 IAC 5-10 except that
they shall comply with the provisions of 410 IAC 5-4-
22 and 410 IAC 5-4-23.
(3) This genera license does not authorize the manu-
facture, assembly, or repair of luminous safety devices
containing tritium or promethium-147.
(4) Thisgeneral license does not authorize the owner-
ship, receipt, acquisition, possession or use of
promethium-147 contained in instrument dials.
(5) Thisgeneral licenseis subject to the provisions of
410 IAC 5-1-4 through 410 IAC 5-1-9, 410 IAC 5-3-
15, 410 IAC5-3-22, 410 IAC 5-3-23, and 410 IAC 5-
3-25.
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(f) Ownership of Radioactive Material. A genera
license is hereby issued to own radioactive material
without regard to quantity. Notwithstanding any other
provisions of 410 IAC 5-3, this general license does not
authorize the manufacture, production, transfer, receipt,
possession or use of radioactive material.

(g) Cdlibration and Reference Sources.

(1) A general licenseishereby issued to those persons

listed bel ow to own, receive, acquire, possess, use and

transfer, in accordance with the provisionsof 4101AC
5-3-7(g)(4) and (5), americium-241 in the form of
calibration or reference sources:
(i) Any personwho holdsaspecificlicenseissued by
the board which authorizes him to receive, possess,
use and transfer radioactive material; and
(if) Any person who holds a specific license issued
by the U.S. Nuclear Regulatory Commission which
authorizes him to receive, possess, use and transfer
specia nuclear material.

(2) A general licenseis hereby issued to own, receive,
possess, use and transfer plutonium in the form of
calibration or reference sourcesin accordance with the
provisions of 410 IAC 5-3-7(g)(4) and (5) to any
personwho holdsaspecificlicenseissued by theboard
which authorizes him to receive, possess, use and
transfer radioactive material.
(3) A generd licenseis hereby issued to own, receive,
possess, use and transfer radium-226 in the form of
calibration or reference sourcesin accordance with the
provisions of 410 IAC 5-3-7(g)(4) and (5) to any
personwho holdsaspecificlicenseissued by theboard
which authorizes him to receive, possess, use and
transfer radioactive material.

(4) The general licenses in 410 IAC 5-3-7(g)(1), (2),

and (3) apply only to calibration or reference sources

which have been manufactured in accordance with the
specifications contained in aspecific licenseissued to
themanufacturer or importer of thesourcesbytheU.S.

Nuclear Regulatory Commission pursuant to Section

32.57 of 10 CFR Part 32 or Section 70.39 of 10 CFR

Part 70 or which have been manufactured in accor-

dance with the specifications contained in a specific

license issued to the manufacturer by the board, any
agreement state or licensing state pursuant to licensing
reguirements equivalent to those contained in Section

32.57 of 10 CFR Part 32 or Section 70.39 of 10 CFR

Part 70.

(5) The general licenses provided in 410 IAC 5-3-

7(9)(2), (2) and (3) are subject to the provisions of 410

IAC 5-1-4 through 410 IAC 5-1-9, 410 |IAC 5-3-15,

4101AC5-3-22,4101AC5-3-23,and 410 1AC 5-3-25

and 410 IAC 5-4, and 410 IAC 5-10. In addition,

persons who own, receive, acquire, possess, use or

transfer one or more calibration or reference sources
pursuant to these general licenses:
(i) Shall not possess at any one time, at any one
location of storage or use, more than 5 microcuries
of americium-241, 5 microcuries of plutonium or 5
microcuries of radium-226 in such sources;
(i) Shall not receive, possess, use or transfer such
source unless the source, or the storage container,
bears a label which includes the following state-
ments as appropriate, or a substantially similar
statement which contains the information called for
in one of the following statements, as appropriate:
(A) The receipt, possession, use and transfer of
this source, Model , Serial No. , are
subject to a general license and the regulations of
the U.S. Nuclear Regulatory Commission or of a
state with which the commission has entered into
an agreement for the exercise of regulatory author-
ity. Do not remove this label.
CAUTION-RADIOACTIVEMATERIAL-THIS
SOURCE CONTAINS (AMERICIUM-241).
(PLUTONIUM)®¥ DO NOT TOUCH RADIOAC-
TIVE PORTION OF THIS SOURCE.

Name of manufacturer or importer
& Showing only the name of the appropriate mate-
rial.
(B) Thereceipt, possession, useand transfer of this
source, Model , Serial No. , are sub-
ject to a genera license and the regulations of a
licensing state. Do not remove this label.
CAUTION-RADIOACTIVEMATERIAL-THIS
SOURCE CONTAINS RADIUM-226. DO NOT
TOUCH RADIOACTIVE PORTION OF THIS
SOURCE.

Name of manufacturer or importer
(iii) Shall not transfer, abandon or dispose of such
source except by transfer to a person authorized by
a license from the board, the U.S. Nuclear Regula-
tory Commission, an agreement state, or licensing
state to receive the source;
(iv) Shall store such source, except when the source
is being used, in a closed container adequately
designed and constructed to contain americium-241,
plutonium, or radium-226 which might otherwise
escape during storage; and
(v) Shall not use such source for any purpose other
than the calibration of radiation detectors or the
standardization of other sources.
(6) These general licenses do not authorize the manu-
facture of calibration or reference sources containing
americium-241, plutonium, or radium-226.



369 INDIANA STATE DEPARTMENT OF HEALTH 410 IAC5-3-7

(h) Medical Diagnostic Uses™
7 410 IAC 5-3-13 requires manufacturers of
radi opharmaceutical swhich areunder thegeneral license
inthis paragraph to affix acertainidentifying label to the
container or intheleaflet or brochurewhichaccompanies
the radiopharmaceutical.
¥ TheNew Drug provisionsof the Federal Food, Drug,
and Cosmetic Act also govern the availability and use of
any specific diagnostic drugs in interstate commerce.
(1) A generd licenseis hereby issued to any physician
toreceive, possess, transfer or useradioactive material
set forth bel ow for the stated diagnosti c uses, provided,
however, that the use is in accordance with the provi-
sion of 410 IAC 5-3-7(h)(2), (3), and (4), the radioac-
tive materia is in the form of capsules, disposable
syringes or other prepackaged individual doses; and
the radioactive material has been manufactured in
accordance with aspecific licenseissued by the board
pursuant to 410 IAC 5-3-13(g), or by the U.S. Nuclear
Regulatory Commission, any agreement state or a
licensing state pursuant to equival ent rules authorizing
distribution to persons generally licensed pursuant to
410 IAC 5-3-7(h) or itsequivaent.
(i) Chromium-51 as sodium radiochromate for
determination of red blood cell volumes and studies
of red blood cell survival time;
(ii) Cobalt-57 for the measurement of intestinal
absorption of cyanocobalamin;
(iii) Cobalt-58 for the measurement of intestinal
absorption of cyanocobalamin;
(iv) Cobalt-60 for the measurement of intestinal
absorption of cyanocobalamin;
(v) lodine-125 as iodinated human serum albumin
(IHSA) for determinations of blood and blood
plasma volume;
(vi) lodine-131 assodiumiodidefor measurement of
thyroid uptake; and
(vii) lodine-131 asiodinated human serum albumin
(IHSA) for determinations of blood and blood
plasma volume;
(2) No physician shdl receive, possess, use or transfer
radioactive meterid pursuant to the general license
established by 410 IAC 5-3-7(h)(1) until he has filed
board form “U,” 410 IAC 5-3-30, “ Certificate-Medica
Useof RadioactiveMaterid Under Generd License’ with
the board and received from the board avalidated copy of
the board form “U,” 410 IAC 5-3-30, with certification
number assigned. The generally licensed physician shall
furnishonboardform*“U,” 4101 AC5-3-30, thefollowing
information and such other information as may be re-
quired by that form:
(i) name and address of the generaly licensed
physician;

(ii) a statement that the generally licensed physician
isaduly licensed physician (authorized to dispense
drugs) in the practice of medicinein Indiana; and
(iii) astatement that the generally licensed physician
has appropriate radiation measuring instruments to
carry out the diagnostic procedures for which he
proposes to use radioactive materia under the
general license of 410 IAC 5-3-7(h) and that heis
competent in the use of such instruments.
(3) A physician who receives, possesses, or Uses a
pharmaceutical containing radioactive material pursu-
ant to the general license established by 410 IAC 5-3-
7(h)(2) shall comply with the following:
(i) he shall not possess at any one time, pursuant to
the genera license in 410 IAC 5-3-7(h)(1) more
than:
(A) 200 microcuries of iodine-131,
(B) 200 microcuries of iodine-125,
(C) 5 microcuries of cobalt-57,
(D) 5 microcuries of cobalt-58,
(E) 5 microcuries of cobalt-60, and
(F) 200 microcuries of chromium-51;
(i) he shall store the pharmaceutical until adminis-
tered in the original shipping container, or a con-
tainer providing equivalent radiation protection;
(iii) heshall usethe pharmaceutical only for the uses
authorized by 410 IAC 5-3-7(h)(1);
(iv) he shall not administer the pharmaceutical to a
woman with confirmed pregnancy or to a person
under 18 years of age; and
(v) he shall not transfer the radioactive material to a
personwho isnot authorized to receiveit pursuant to
a license issued by the board, the U.S. Nuclear
Regulatory Commission, any agreement state or
licensing state, or in any manner other than in the
unopened, labeled shipping container as received
from the supplier, except by administering it to a
patient.
(4) The generally licensed physician possessing or
using radioactive material under the general license of
410 IAC 5-3-7(h)(1) shall report in duplicate to the
board, any changes in the information furnished by
him in the “ Certificate-Medica Use of Radioactive
Material Under General License,” board form “U.”
The report shall be submitted within 30 days after the
effective date of such change.
(5) Any person using radioactive material pursuant to
the general license of 410 IAC 5-3-7(h)(1) is exempt
from the requirements of 410 |IAC 5-4 and 410 IAC 5-
10 with respect to the radioactive material covered by
the general license.
(i) General Licensefor Useof RadioactiveMaterial for

Certain In Vitro Clinical or Laboratory Testing.?
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¥ TheNew Drug provisionsof the Federal Food, Drug,
and Cosmetic Act also govern the availability and use of
any specific diagnostic drugs in interstate commerce.

5-3-7(i)(1) and that suchtestswill be performed only
by personnel competent in the use of such instru-
mentsand inthehandling of theradioactivematerial.

(1) A general licenseis hereby issued to any physician,
veterinarian, clinical laboratory or hospital to receive,
acquire, possess, transfer or use, for any of thefollow-
ing stated tests, in accordance with the provisions of
410 1AC5-3-7(1)(2), (3), (4), (5), and (6), the foll ow-
ing radioactive materialsin prepackaged units for use
in vitro clinical or laboratory tests not involving
internal or external administration of radioactive
material, or the radiation therefrom, to human beings
or animals:

(i) Carbon-14, in units not exceeding 10 microcuries

each;

(i) Cobalt-57, in units not exceeding 10 microcuries

each;

(iii) Hydrogen-3 (tritium), in units not exceeding 50

microcuries each;

(iv) lodine-125, in units not exceeding 10

microcuries each;

(v) Mock lodine-125 reference or calibration

sources, in units not exceeding 0.05 microcurie

iodine-129 and 0.005 microcurie of americium-241

each;

(vi) lodine-131, in units not exceeding 10

microcuries each;

(vii) Iron-59, in units not exceeding 20 microcuries

each;

(viii) Selenium-75, in units not exceeding 10

microcuries each;
(2) No person shall receive, acquire, possess, use or
transfer radioactive material pursuant to the genera
license established by 410 IAC 5-3-7(i)(1) until hehas
filed boardform*V,” 410 AC5-3-31, “ Certificate-In
Vitro Testing with Radioactive Material Under Gen-
eral License,” with the board and received from the
board avalidated copy of board form“V” with certifi-
cation number assigned, or until he has been autho-
rized pursuant to 410 1AC 5-3-11(c)(3) to useradioac-
tivematerial under the general licensein 410 IAC 5-3-
7(i). Thephysician, veterinarian, clinical laboratory or
hospital shall furnish on board form*“V” thefollowing
information and such other information as may be
required by that form:

() name and address of the physician, veterinarian,

clinical laboratory or hospital;

(i) the location of use; and

(iii) a statement that the physician, veterinarian,

clinical laboratory or hospital has appropriate radia-

tion measuring instruments to carry out in vitro

clinical or laboratory tests with radioactive material

as authorized under the general licensein 410 IAC

(3) A personwho receives, acquires, POSSesses or Uses
radioactive material pursuant to the general license
established by 410 IAC 5-3-7(i)(2) shall comply with
the following:
(i) the general licensee shall not possess at any one
time, pursuant to the general licensein 410 IAC 5-3-
7(i)(2) at any one location of storage or use, atotal
amount of iodine-125, iodine-131, iron-59,
selenium-75, and/or cobalt-57 in excess of 200
microcuries,
(ii) the general licensee shall store the radioactive
material, until used, in the origina shipping con-
tainer or in a container providing equivalent radia-
tion protection;
(iii) the general licensee shall use the radioactive
material only for the uses authorized by 410 IAC 5-
3-7(1)(D);
(iv) the general licensee shall not transfer the radio-
active materia to a person who is not authorized to
receive it pursuant to alicense issued by the board,
the U.S. Nuclear Regulatory Commission, any
agreement state or licensing state, nor transfer the
radioactive material in any manner other than in the
unopened, labeled shipping container as received
from the supplier;
(v) the general licensee shall dispose of the Mock
lodine-125 reference or calibration sources de-
scribed in 410 1AC 5-3-7(i)(2)(viii) as required by
410 1AC 5-4-16.
(4) The genera licensee shall not receive, acquire,
possess or use radioactive material pursuant to 410
IAC 5-3-7(i)(2):
(i) Except as prepackaged unitswhich arelabeled in
accordance with the provisions of an applicable
specific license issued pursuant to 410 IAC 5-3-
13(h), or in accordance with the provisions of a
specific license issued by the U.S. Nuclear Regula-
tory Commission, any agreement state or licensing
state which authorizesthe manufacture and distribu-
tionof iodine-125, iodine-131, carbon-14, hydrogen-
3(tritium), iron-59, selenium-75, cobalt-57, or Mock
lodine-125 to persons generally licensed under 410
IAC 5-3-7(i) or its equivaent; and
(i) Unless one of the following statements, as
appropriate, or a substantially similar statement
which contains the information called for in one of
the following statements, appears on alabel affixed
to each prepackaged unit or appears in a leaflet or
brochure which accompanies the package:
(A) This radioactive material may be received,
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acquired, possessed and used only by physicians,
veterinarians, clinical laboratories or hospitalsand
only for in vitro clinical or laboratory tests not
involvinginternal or external administration of the
meterial, or the radiation therefrom, to human
beings or animals. Its receipt, acquisition, posses-
sion, use and transfer are subject to theregulations
and a general license of the U.S. Nuclear Regula-
tory Commission or of a state with which the
commission has entered into an agreement for the
exercise of regulatory authority.

Name of manufacturer

(B) This radioactive material shall be received,
acquired, possessed and used only by physicians,
veterinarians, clinical laboratoriesor hospitalsand
only for in vitro clinical or laboratory tests not
involvinginternal or external administration of the
meaterial, or the radiation therefrom, to human
beings or animals. Its receipt, acquisition, posses-
sion, use and transfer are subject to theregulations
and ageneral license of alicensing state.

Name of manufacturer
(5) The physician, veterinarian, clinical laboratory or
hospital possessing or using radioactive material under
the general license of 410 IAC 5-3-7(i)(1) shall report
inwriting to the board, any changesin theinformation
furnished by him in the “ Certificate-In Vitro Testing
with Radioactive Material Under General License,”
board form“V,” 410 IAC 5-3-31. The report shall be
furnished within 30 days after the effective date of
such change.
(6) Any person using radioactive materia pursuant to
the general license of 410 IAC 5-3-7(i)(1) is exempt
fromtherequirementsof 410 1AC 5-4 and 410 1AC 5-
10 with respect to radioactive material covered by that
general license, except, that such persons using the
Mock lodine-125 described in 410 IAC 5-3-
7(i)(L)(viii) shall comply with the provisions of 410
IAC 5-4-16, 410 IAC 5-4-22, and 410 IAC 5-4-23.
(j) Ice Detection Devices.
(1) A genera licenseis hereby issued to own, receive,
acquire, possess, use, and transfer strontium-90 con-
tained in ice detection devices, provided each device
containsnot more than 50 microcuriesof strontium-90
and each device has been manufactured or importedin
accordance with a specific license issued by the U.S.
Nuclear Regulatory Commission or each device has
been manufactured in accordance with the specifica-
tions contained in a specific license issued by the
board or an agreement state to the manufacturer of
such devicepursuant tolicensing requirementsequiva
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lent to those in Section 32.61 of 10 CFR Part 32.
(2) Personswho own, receive, acquire, possess, use, or
transfer strontium-90 contained in ice detection de-
vices pursuant to the general licensein 410 IAC 5-3-
7()(1),
(i) Shall, upon occurrence of visually observable
damage, such as a bend or crack or discoloration
from overheating to the device, discontinue use of
the device until it has been inspected, tested for
leakage and repaired by a person holding a specific
license from the U.S. Nuclear Regulatory Commis-
sion or an agreement state to manufacture or service
such devices; or shall dispose of the device pursuant
to the provisions of 410 IAC 5-4-16;
(ii) Shall assure that al labels affixed to the device
at the time of receipt, and which bear a statement
which prohibitsremoval of thelabels, aremaintained
thereon; and
(iii) Are exempt from the requirements of 410 IAC
5-4 and 410 1 AC 5-10 except that such persons shall
comply with the provisions of 410 IAC 5-4-16, 410
IAC 5-4-22, and 410 IAC 5-4-23.
(3) This general license does not authorize the manu-
facture, assembly, disassembly or repair of strontium-
90 in ice detection devices.
(4) Thisgenera licenseis subject to the provisions of
410 IAC 5-1-4 through 410 IAC 5-1-9, 410 IAC 5-3-
15,410 1AC 5-3-22, 410 IAC 5-3-23, and 410 IAC 5-
3-25.
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.22; filed May 26, 1978, 3:30 pm: 1 1R 141; filed
Feb 29, 1984, 10:10 am: 7 IR 847; readopted filed Jul
11, 2001, 2:23 p.m.;: 24 IR 4234)
4101AC5-3-8 Intrastatetransportation of radioac-
tivematerial; general license (Re-
pealed)

Sec. 8. (Repealed by Indiana Sate Department of
Health; filed Feb 29, 1984, 10:10 am: 7 IR 829)

4101AC 5-3-9 Applicationsfor specific licenses
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 9. (a) Applications for specific licenses shall be
filed (in triplicate) on aform prescribed by the board.

(b) The board may at any time after the filing of the
original application, and before the expiration of the
license, require further statementsin order to enable the
board to determine whether the application should be
granted or denied or whether alicense should be modi-
fied or revoked.
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(c) Each application shall be signed by the applicant or
licensee or aperson duly authorized to act for and on his
behalf.

(d) An application for alicense may include a request
for alicense authorizing one or more activities.

(e) In hisapplication, the applicant may incorporate by
referenceinformation containedin previousapplications,
statements, or reportsfiled with the board provided such
references are clear and specific. (Indiana State Depart-
ment of Health; Rule HRH-2,PT C,Sec C.24; filed May
26,1978, 3:30 pm: 1 IR 148; filed Feb 29, 1984, 10:10
am: 7 1R 855; readopted filed Jul 11, 2001, 2:23p.m.: 24
IR 4234)

410 1AC 5-3-10 Approval of specific licenses; envi-
ronmental reports; surety for site

reclamation; long-term care fund
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 10. A license application will be approved if the
board determines that:

(8 The applicant is qudified by reason of training and
experience to use the materia in question for the purpose
requested in accordancewith 410 IAC 5in suchamanner as
to minimize danger to public health and safety or property;

(b) The applicant's proposed equipment, facilities and
procedures are adequate to minimize danger to public
health and safety or property;

(c) Theissuance of the license will not be inimical to
the health and safety of the public; and

(d) The applicant satisfies any applicable special
requirements in 410 IAC 5-3-11, 410 IAC 5-3-12, 410
IAC 5-3-13.

(e) Environmental Report, Commencement of Con-
struction. In the case of an application for a license to
receive and possess radioactive material for commercial
waste disposal by land burial, source material milling, or
for the conduct of any other activity which the board
determines will significantly affect the quality of the
environment, the board, before commencement of
construction of the plant or facility in which the activity
will be conducted, shall make a determination, after
weighing the environmental, economic, technical and
other benefits against environmental costsand consider-
ing available aternatives, that the action called for isthe
issuance of the proposed license, with any appropriate
conditions to protect environmental values. Commence-
ment of construction prior to such determination shall be
grounds for denial of a license to receive and possess
radioactive material in such plant or facility. Asused in
this paragraph, the term “commencement of construc-
tion” means any clearing of land, excavation, or other
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substantial action that would adversely affect the envi-
ronment of a site. The term does not mean site explora-
tion, necessary borings to determine foundation condi-
tions, or other preconstruction monitoring or testing to
establish background information related to the suitabil -
ity of the site or the protection of environmental values.
(f) Financia Surety Arrangementsfor Site Reclamation.
(2) Pursuant to applicable state statutes, and as other-
wise provided, financia surety arrangements for site
reclamation which may consist of surety bonds, cash
deposits, certificates of deposit, deposits of govern-
ment securities, |l ettersor lines of credit, or any combi-
nation of the above for the categories of licensees
listed in 410 IAC 5-3-10(f)(4) shall be established to
ensure the protection of the public health and safety in
the event of abandonment, default, or other inability of
the licensee to meet therequirements of IC 13-1-2[IC
13-1 was repealed by P.L.1-1996, SECTION 99,
effective July 1, 1996.] and 410 IAC 5.
(i) Theamount of fundsto be ensured by such surety
arrangements shall be based on board-approved cost
estimates.
(i) Self insurance, or any arrangement which essen-
tially constitutes self insurance, will not satisfy the
surety requirement since this provides no additional
assurance other than that which already exists
through license requirements.
(2) The arrangements required in 410 IAC 5-3-10(f)(1)
shdl be established prior to issuance of the license to
assure that sufficient funds will be available to carry out
the decontaminati on and decommissioning of thefacility.
(3) Amendments to licenses in effect on the effective
date of 410 IAC 5 may be issued providing that the
required surety arrangements are established within 90
days after the effective date of 410 IAC 5-3-10(f).
(4) The following specific licensees are required to
make financial surety arrangements:
(i) major processors;
(i) waste handling licensees,
(iii) former U.S. Atomic Energy Commissionor U.S.
Nuclear Regulatory Commission licensed facilities;
(iv) source material milling operations; and
(v) al othersexcept persons exempt pursuant to 410
IAC 5-3-10(f)(5).
(5) Thefollowing personsare exempt fromtherequire-
ments of 410 IAC 5-3-10(f)(2):
(i) dl state, local, or other government agencies, unless
they are subject to 410 | AC 5-3-10(f)(4)(ii) or (iv);
(ii) persons authorized to possess ho more than
1,000 times the quantity specified in Schedule B,
410 IAC 5-3-27 or combination of radioactive
meaterial listed therein as given in Schedule B, 410
IAC 5-3-27, Note 1,
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(iii) persons authorized to possess hydrogen-3
contained as hydrogen gasin a sealed source; or
(iv) persons authorized to possess radioactive noble
gasesin sealed sourceswith no radioactive daughter
product with half-life greater than 30 days.

(g) Long-Term Care Requirements. Pursuant to the
appropriate state statutes, and as otherwise provided, a
long-term carefund shall be established by thefollowing
specific licensees prior to the issuance of the license or
prior to the termination of the license if the applicant
chooses at the time of thelicensureto provideasurety in
lieu of along-term care fund:*

(1) Waste handling licensees; and

(2) Source material milling licensees.

¥ Long-term care funding may also be required for
former U.S. Atomic Energy Commissionor U.S. Nuclear
Regulatory Commissionlicensedfacilities. (Indiana Sate
Department of Health; RuleHRH-2,PT C,Sec C.25; filed
May 26, 1978, 3:30 pm: 1 IR 148; filed Feb 29, 1984,
10:10 am: 7 IR 855; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC5-3-11 Specificlicensesfor human, medical

and industrial uses
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 11. (8) Human Use of Radioactive Materia in
Institutions. In addition to the requirements set forth in
410 1AC 5-3-10, a specific license for human use of
radioactive material in institutions will be issued if:

(1) The applicant has appointed a medical isotopes
committee of at least three members to evaluate all
proposalsfor research, diagnostic, and therapeutic use
of radioactivemateria withinthat institution. Member-
ship of the committee should include physiciansexpert
in internal medicine, hematology, therapeutic radiol-
ogy, and a person experienced, in assay of radioactive
material and protection against radiation;

(2) The applicant possesses adequate facilities for the

clinical care of patients;

(3) The physician designated on the application asthe

individual user has substantia experience in the

handling and administration of radioactive material
and, where applicable, the clinical management of
radioactive patients; and

(4) The application is for alicense to use unspecified

quantities or multipletypesof radioactive materia, the

applicant'sstaff hassubstantial experienceintheuseof

a variety of radioactive materials for a variety of

human uses.

(b) Licensing of Individual Physiciansfor Human Use
of Radioactive Material.
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(1) Anapplication by anindividual physician or group
of physicians for a specific license for human use of
radioactive material will be approved if:
() The applicant satisfies the general requirements
specified in 410 IAC 5-3-10;
(if) The application is for use in the applicant's
practice in an office outside a medical institution;
(iii) Theapplicant hasaccessto ahospital possessing
adequate facilities to hospitalize and monitor the
applicant's radioactive patientswhenever it isadvis-
able; and
(iv) The applicant has extensive experience in the
proposed use, the handling and administration of
radionuclides, and where applicable, the clinical
management of radioactive patients.
(2) The board will not approve an application by an
individual physician or group of physicians for a
specific license to receive, possess, or use radioactive
material on the premises of a medical institution
unless:
(i) The use of radioactive material is limited to:
(A) Theadministration of radiopharmaceuticalsfor
diagnostic or therapeutic purposes,
(B) The performance of diagnostic studies on
patients to whom a radiopharmaceutical has been
administered,
(C) The performance of in vitro diagnostic studies, or
(D) The calibration and quality control checks of
radioactive assay instrumentation, radiation safety
instrumentation, and diagnostic instrumentation;
(ii) The physician brings the radioactive material
with him and removes the radioactive material when
he departs (theinstitution cannot receive, possess, or
store radioactive material other than the amount of
material remaining in the patient); and
(iii) The medical institution does not hold aradioac-
tive material license under 410 IAC 5-3-11(a).
(c) Specific Licenses for Certain Groups of Medical
Uses of Radioactive Material.
(1) Subject to the provisions of 410 IAC 5-3-11(c)(2),
(3), and (4) an application for aspecific license pursu-
ant to 410 IAC 5-3-11(a), (b) or (d) for any medical
use or uses of radioactive material specified in one or
more of Groups| to V1, inclusive, of Schedule C, 410
IAC 5-3-28, will be approved for al of the useswithin
the group or groups which include the use or uses
specified in the application if:
(i) The applicant satisfies the requirements of 410
IAC 5-3-11(a), (b) and (d);
(i) The applicant, or the physician designated in the
application as the individual user, has adequate
clinical experience in the types of usesincluded in
the group or groups;
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(iii) The applicant, or the physicians and all other
personnel who will be involved in the preparation
and use of the radioactive material, have adequate
training and experience in the handling of radioac-
tive material appropriate to their participation in the
uses included in the group or groups;
(iv) The applicant's radiation detection and measur-
ing instrumentation is adequate for conducting the
procedures involved in the uses included in the
group or groups; and
(v) The applicant's radiation saf ety operating proce-
dures are adequate for handling and disposal of the
radioactive material involved inthe usesincluded in
the group or groups.
(2) Any licensee or registrant who is authorized to use
radioactive material pursuant to one or more groupsin
410 IAC 5-3-11(c)(1) and Schedule C, 410 IAC 5-3-
28, is subject to the following conditions:
(i) For Groups|, 11, 1V, and V, no licensee or regis-
trant shall receive, possess or use radioactive mate-
rial except asaradiopharmaceutical manufacturedin
the form to be administered to the patient, 1abeled,
packaged and distributed in accordance with a
specific license issued by the board pursuant to 410
IAC 5-3-13(j), a specific license issued by the U.S.
Nuclear Regul atory Commission pursuant to Section
32.72 of 10 CFR Part 32, or aspecificlicenseissued
by an agreement state or alicensing state pursuant to
equivalent regulations.
(if) For Group 111, no licensee or registrant shall
receive, possess or use generators or reagent kits
containing radioactive material or shall use reagent
kits that do not contain radioactive material to
prepareradiopharmaceutical scontaining radioactive
material, except:
(A) Reagent kits not containing radioactive mate-
rial that are approved by the board, the U.S. Nu-
clear Regulatory Commission, an agreement state
or a licensing state for use by persons licensed
pursuant to 410 IAC 5-3-11(c) and Schedule C,
410 1AC 5-3-28, or equivalent regulations; or
(B) Generators or reagent kits containing radioac-
tive material that are manufactured, labeled, pack-
aged and distributed in accordance with a specific
license issued by the board pursuant to 410 IAC 5-
3-13(k) a specific license issued by the U.S. Nu-
clear Regulatory Commission pursuant to Section
32.73 of 10 CFR Part 32, or a specific license
issued by an agreement state or a licensing state
pursuant to equivalent regulations.
(iii) For Group VI, no licensee or registrant shall
receive, possess, or use radioactive material except
as contained in a source or device that has been
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manufactured, labeled, packaged and distributed in
accordance with a specific license issued by the
board pursuant to 410 IAC 5-3-13(l), a specific
license issued by the U.S. Nuclear Regulatory
Commission pursuant to Section 32.74 of 10 CFR
Part 32, or a specific license issued to the manufac-
turer by an agreement state or a licensing state
pursuant to equivalent regulations.
(iv) For Group I1I, any licensee or registrant who
uses generators or reagent kits shall:
(A) Elute the generator, or process radioactive
material with the reagent kit, in accordance with
instructions approved by the U.S. Nuclear Regula-
tory Commission, an agreement state or licensing
state and furnished by the manufacturer on the
label attached to or in the leaflet or brochure that
accompanies the generator or reagent kit;
(B) Before administration to patients, cause each
elution or extraction of technetium-99m from a
molybdenum-99/technetium-99m generator to be
tested to determine either thetotal molybdenum-99
activity or the concentration of molybdenum-99.
This testing shall be conducted according to writ-
ten procedures and by personnel who have been
specifically trained to perform the test;
(C) Prohibit the administration to patients of
technetium-99m contai ning morethan 1 microcurie
of molybdenum-99 per millicurie of technetium-
99m, or more than 5 microcuries of molybdenum-
99 per administered dose, at thetime of administra-
tion; and
(D) Maintain for 3 years for board inspection
records of the molybdenum-99 test conducted on
each elution from the generator.
(v) For Groups I, Il, and IlI, any licensee using
radioactive material for clinical procedures other
than those specified inthe product | abeling (package
insert) shall comply withtheproduct |abeling regard-
ing:
(A) Chemical and physical form;
(B) Route of administration; and
(C) Dosage range.
(3) Any licenseewho islicensed pursuant to 410 IAC
5-3-11 for one or more of the medical use groups in
Schedule C, 410 |AC 5-3-28, aso isauthorized to use
radioactive material under the general license in 410
IAC 5-3-7(i) for the specified in vitro uses without
filing board form “V” as required by 410 IAC 5-3-
7(i)(2); provided, that the licensee is subject to the
other provisions of 410 IAC 5-3-7(i).
(4) Any licenseewho islicensed pursuant to 410 IAC
5-3-11(c)(1) for one or more of the medical use groups
in Schedule C, 410 IAC 5-3-28, also is authorized,
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subject to the provisions of 410 IAC 5-3-11(c)(4) and
(5), to receive, possess and use for calibration and
reference standards:
(i) Any radioactive materia listedin Group I, Group
I1, or Group Il of Schedule C, 410 |AC 5-3-28, with
ahalf-life not longer than 100 days, in amounts not
to exceed 15 miillicuriestotal;
(it) Any radioactivematerial listedin Group I, Group
I1, or Group 11 of Schedule C, 410 |AC 5-3-28, with
half-life greater than 100 days in amounts not to
exceed 200 microcuries total;
(ii) Technetium-99m in amounts not to exceed 30
millicuries; and
(iv) Any radioactive material, in amounts not to
exceed 3 millicuriesper source, containedincalibra-
tion or reference sources that have been manufac-
tured, labeled, packaged and distributed in accor-
dance with a specific license issued by the board
pursuant to 410 IAC 5-3-13(1), a specific license
issued by the U.S. Nuclear Regulatory Commission
pursuant to Section 32.74 of 10 CFR Part 32, or a
specific license issued to the manufacturer by an
agreement state or a licensing state pursuant to
equivalent regulations.
(5)(i) Any licensee or registrant who possesses sealed
sources as calibration or reference sources pursuant to
410 IAC 5-3-11(c)(4) shall cause each sealed source
containing radioactivematerial, other than hydrogen-3,
with a half-life greater than 30 days in any form other
than gas to be tested for leakage and/or contamination
at intervals not to exceed 6 months. In the absence of
acertificate from atransferor indicating that atest has
been made within 6 months prior to the transfer, the
sealed sources should not be used until tested, pro-
vided, however, that no leak tests are required when:
(A) The source contains 100 microcuries or |ess of
beta and/or gamma emitting materia or 10
microcuries or less of apha emitting material, or
(B) The sealed source is stored and is not being
used; such sources shall, however, be tested for
leakage prior to any use or transfer unless they have
been leak tested within 6 months prior to the date of
use or transfer.
(i) Theleak test shal becapableof detecting the presence
of 0.005 microcurie of radioactive meteria on the test
sample. The test sample shdl be taken from the sealed
source or from the surfaces of the device in which the
sesled source is mounted or stored on which contamina:
tion might be expected to accumulate. Recordsof leak test
resultsshall bekept inunitsof microcuriesand maintained
for ingpection by the board;
(iti) If the leak test reveals the presence of 0.005
microcurie or more of removable contamination, the
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licensee or registrant shall immediately withdraw the
sealed source from use and shall cause it to be decon-
taminated and repaired or to be disposed of in accor-
dance with 410 IAC 5-3 and 410 IAC 5-4. A report
shall be filed within 5 days of the test with the board
describing theequipment involved, thetest results, and
the corrective action taken.

(6) Any licensee or registrant who possesses and uses

calibration and reference sources pursuant to 410 IAC

5-3-11(c)(4)(iv) shall:

(i) Follow the radiation safety and handling instruc-
tions approved by the board, the U.S. Nuclear
Regulatory Commission, an agreement state or a
licensing state and furnished by the manufacturer on
the label attached to the source, or permanent con-
tainer thereof, or in the leaflet or brochure that
accompanies the source, and maintain such instruc-
tioninalegibleand conveniently availableform; and
(ii) Conduct a quarterly physical inventory to ac-
count for al sources received and possessed. Re-
cords of the inventories shall be maintained for
inspection by the board and shall include the quanti-
ties and kinds of radioactive material, location of
sources, and the date of the inventory.

(d) Human Use of Sealed Sources. In addition to the
requirements set forth in 410 IAC 5-3-10, a specific
license for human use of sealed sources will be issued
only if the applicant or, if the application is made by an
institution, the individual user:

(1) Has specialized training in the diagnostic or thera-

peutic use of the sealed source considered, or has

experience equivalent to such training, and

(2) Isaphysician.

(e) Use of Sealed Sourcesin Industrial Radiography.
In addition to the requirements set forthin 410 IAC 5-3-
10, a specific license for use of sealed sourcesin indus-
trial radiography will be issued if:

(1) The applicant will have an adequate program for

training radiographers and radiographer's assistants

and submits to the board a schedule or description of
such program which specifies the:
(i) Initial training,
(i) Periodic training,
(iii) On-the-job training,
(iv) Means to be used by the licensee to determine
the radiographer's knowledge and understanding of
and ability to comply with board rules and licensing
requirements, and the operating and emergency
procedures of the applicant, and
(v) Meansto beused by thelicenseeto determinethe
radi ographer'sassi stant'sknowledgeand understand-
ing of and ability to comply with the operating and
emergency procedures of the applicant;
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(2) The applicant has established and submits to the
board satisfactory written operating and emergency
procedures described in 410 IAC 5-5-13;
(3) The applicant will have an internal inspection
system adequate to assure that these rules, license
provisions, and the applicant's operating and emer-
gency procedures are followed by radiographers and
radiographer's assistants; the inspection system shall
include the performance of internal inspections at
intervals not to exceed 3 months and the retention of
records of such inspectionsfor 2 years,
(4) The applicant submitsto the board a description of
the overall organizational structure pertaining to the
industrial radiography program, including specified
delegations of authority and responsibility for opera-
tion of the program;
(5) The applicant who desires to conduct his own leak
tests has established adequate procedures to be fol-
lowed in testing sealed sources for possible leakage
and contamination and submits to the board a descrip-
tion of such proceduresincluding:
(1) instrumentation to be used,
(if) method of performing tests, and
(iii) pertinent experience of the individual who will
perform the test; and
(6) Thelicenseeshall conduct aprogramfor inspection
and maintenance of radiographi c exposuredevicesand
storage containers to assure proper functioning of
components important to safety.
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.26; filed May 26, 1978, 3:30 pm: 1 1R 148; filed
Feb 29, 1984, 10:10 am: 7 IR 856; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 | AC 5-3-12 Specific licenses of broad scope
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 12. This section prescribes requirements for the
issuance of specific licenses of broad scope for radioac-
tivematerial and certain regulationsgoverning holdersof
such licenses.™

10 Authority to transfer possession or control by the
manufacturer, processor or producer of any equipment,
device, commodity or other product containing byproduct
materid whose subsequent possession, use, transfer and
disposd by al other persons are exempted from regulatory
requirements may be obtained only from the U.S. Nuclear
Regulatory Commission, Washington, D.C. 20555.

(a) The different types of broad licenses are set forth
below:

(1) A “Type A specific license of broad scope” is a

specific license authorizing receipt, acquisition,
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ownership, possession, use and transfer of any chemi-
cal or physical form of the radioactive material speci-
fied in the license, but not exceeding quantities speci-
fied in the license, for any authorized purpose. The
quantities specified areusually inthe multicurierange.
(2) A “Type B specific license of broad scope” is a
specific license authorizing receipt, acquisition,
ownership, possession, use and transfer of any chemi-
cal or physical form of radioactive material specified
in Schedule D, 410 IAC 5-3-29, for any authorized
purpose. The possession limit for a Type B license of
broad scope, if only one radionuclide is possessed
thereunder, is the quantity specified for that
radionuclidein Schedule D, 4101AC5-3-29, Columnl. If
two or more radionuclides are possessed thereunder, the
possession limit for each is determined as follows: For
each radionuclide, determine the ratio of the quantity
possessed to the appli cable quantity specifiedin Schedule
D, 410 1AC 5-3-29, Column |, for that radionuclide. The
sumof theratiosfor al radionuclides possessed under the
license shdl not exceed unity.
(3) A “Type C specific license of broad scope” is a
specific license authorizing receipt, acquisition,
ownership, possession, use and transfer of any chemi-
cal or physical form of radioactive material specified
in Schedule D, 410 IAC 5-3-29, for any authorized
purpose. The possession limit for a Type C license of
broad scope, if only one radionuclide is possessed
thereunder, is the quantity specified for that
radionuclidein Schedule D, 410 IAC 5-3-29, Column
I1. If two or more radionuclides are possessed thereun-
der, the possession limit is determined for each as
follows: For each radionuclide determine the ratio of
the quantity possessed to the applicable quantity
specified in Schedule D, 410 IAC 5-3-29, Column |1,
for that radionuclide. The sum of the ratios for all
radionuclides possessed under the license shall not
exceed unity.
(b) An application for a Type A specific license of
broad scope will be approved if:
(1) The applicant satisfies the general requirements
specified in 410 IAC 5-3-10;
(2) The gpplicant has engaged in areasonable number of
activitiesinvolving the use of radioactive material; and
(3) The applicant has established administrative
controls and provisions relating to organization and
management, procedures, record keeping, material
control and accounting, and management review that
are necessary to assure safe operations, including:
(i) The establishment of a radiation safety committee
composed of such persons asaradiation safety officer,
arepresentative of management and personstrained and
experienced in the safe use of radioactive material;
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(ii) The appointment of a radiation safety officer
who is qualified by training and experience in
radiation protection, and who isavailablefor advice
and assistance on radiation safety matters; and
(iii) Theestablishment of appropriate administrative
procedures to assure:
(A) Control of procurement and use of radioactive
material;
(B) Completion of safety evauations of proposed
uses of radiactive [sic] materid which take into
consideration such matters as the adequacy of facili-
ties and equipment, training and experience of the
user, and the operating or handling procedures; and
(C) Review, approval, and recording by the radia-
tion safety committee of safety evaluations of
proposed uses prepared in accordance with 410
IAC 5-3-12(b)(3)(iii)(B) prior to use of the radio-
active material.
(c) An application for a Type B specific license of
broad scope will be approved if:
(1) The applicant satisfies the general requirements
specified in 410 IAC 5-3-10; and
(2) The applicant has established administrative
controls and provisions relating to organization and
management, procedures, record keeping, material
control and accounting, and management review that
are necessary to assure safe operations, including:
() Theappointment of aradiation safety officer who
is qualified by training and experience in radiation
protection, and who is available for advice and
assistance on radiation saf ety matters, and
(i) The establishment of appropriate administrative
procedures to assure:
(A) Control of procurement and use of radioactive
meaterial,
(B) Completion of safety evaluations of proposed
usesof radioactivematerial whichtakeinto consid-
eration such matters as the adequacy of facilities
and equipment, training and experience of theuser,
and the operating or handling procedures; and
(C) Review, approval, and recording by the radia-
tion safety officer of safety evaluations of pro-
posed uses prepared in accordance with 410 IAC
5-3-12(c)(2)(ii)(B) prior to use of the radioactive
meaterial.
(d) An application for a Type C specific license of
broad scope will be approved if:
(1) The applicant satisfies the general requirements
specified in 410 IAC 5-3-10;
(2) The applicant submits a statement that radioactive
material will be used only by, or under the direct
supervision of, individuals who have received:
(i) A college degree at the bachelor level, or equiva

INDIANA STATE DEPARTMENT OF HEALTH 410IAC5-3-12

lent training experience, inthe physical or biological
sciences or in engineering, and
(i) At least 40 hours of training and experience in
the safe handling of radioactive material, and in the
characteristics of ionizing radiation, units of radia-
tion dose and quantities, radiation detection instru-
mentation, and biological hazards of exposure to
radiation appropriate to the type and forms of radio-
active material to be used; and
(3) The applicant has established administrative
controls and provisions relating to procurement of
radioactive material, procedures, record keeping,
material control and accounting, and management
review necessary to assure safe operations.
(e) Specific licenses of broad scope are subject to the
following conditions:
(1) Unless specifically authorized, persons licensed
pursuant to 410 IAC 5-3-12 shall not:
(i) Conduct tracer studiesinthe environment involv-
ing direct release of radioactive material;
(i) Receive, acquire, own, possess, use, or transfer
devices containing 100,000 curies or more of radio-
active materia in sealed sources used for irradiation
of materials;
(iii) Conduct activities for which a specific license
issued by the board under 410 IAC 5-3-11, 4101AC
5-3-13 or 410 IAC 5-3-12.5 isrequired; or
(iv) Add or causetheaddition of radioactive material
to any food, beverage, cosmetic, drug, or other
product designed for ingestion or inhalation by, or
application to, a human being.
(2) Each Type A specificlicense of broad scopeissued
under 410 |AC 5-3-12 shall be subject to the condition
that radioactive material possessed under the license
may only be used by, or under the direct supervision
of, individuals approved by the licensee's radiation
safety committee.
(3) Each Type B specific license of broad scopeissued
under 410 |AC 5-3-12 shall be subject to the condition
that radioactive material possessed under the license
may only be used by, or under the direct supervision
of, individuals approved by the licensee's radiation
safety officer.
(4) Each Type C specific license of broad scopeissued
under 410 |AC 5-3-12 shall be subject to the condition
that radioactive material possessed under the license
may only be used by, or under the direct supervision
of, individuals who satisfy the requirements of 410
IAC 5-3-12(d).
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.27; filed May 26, 1978, 3:30 pm: 1 1R 152; filed
Feb 29, 1984, 10:10 am: 7 IR 861; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)
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410 1AC 5-3-12.5 Specific licenses for source mate-
rial milling
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 12.5. In addition to the requirements set forth in
410 IAC 5-3-9, a specific license for source material
milling will be issued if the applicant submits to the
board a satisfactory application as described herein and
meets the other conditions specified below: (&) An
application for a license to receive title to, receive,
possess, and use source material for milling or byproduct
meaterial as defined in 410 |AC 5-1-2 shall address the
following:

(1) Description of the proposed project or action;

(2) Arealsite characteristicsincluding geology, topog-

raphy, hydrology, and meteorology;

(3) Radiologica and nonradiological impacts of the

proposed project or action, including waterway and

groundwater impacts,

(4) Environmental effects of accidents;

(5) Long-term impacts including decommissioning,

decontamination, and reclamation; and

(6) Site and project alternatives.

(b) Pursuant to 410 |AC 5-3-10(€), the applicant shall
not commence construction of the project until the board
haswei ghed the environmental, economic, technical, and
other benefits against the environmental costs and has
concluded that the i ssuance of thelicenseis appropriate.

(c) Atleast 1 full year prior to any major site construc-
tion, a preoperational monitoring program shall be
conducted to provide complete baseline dataon amilling
site and its environs. Throughout the construction and
operating phases of the mill, an operational monitoring
program shall be conducted to measure or evauate
compliancewith applicable standards and regul ations; to
evaluate performanceof control systemsand procedures,
to evaluate environmental impacts of operation; and to
detect potential long-term effects.

(d) Prior to issuance of the license, the applicant shall
establish financial surety arrangements consistent with
the requirements of 410 IAC 5-3-10(f).

(1) The amount of funds to be ensured by financial

surety arrangements shall be based on board-approved

cost estimatesin an approved plan for decontamination
and decommissioning of mill buildingsand themilling
site to levels which would alow unrestricted use of
these areas upon decommissioning, and the reclama-
tion of tailings and/or waste disposal areas. The
licensee shall submit this plan in conjunction with an
environmental report that addresses the expected
environmental impacts of the milling operation,
decommissioning and tailings reclamation, and that
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evaluates aternatives for mitigating these impacts. In
establishing specific surety arrangements, the li-
censee's cost estimates shall take into account total
coststhat would beincurred if anindependent contrac-
tor were hired to perform the decommissioning and
reclamation work. In order to avoid unnecessary
duplication and expense, the board may accept finan-
cial suretiesthat have been consolidated with financial
surety arrangements established to meet requirements
of other federal or state agencies and/or local govern-
ing bodies for such decommissioning, decontamina-
tion, reclamation, and long-term site surveillance,
provided such arrangements are considered adequate
to satisfy these requirements and that portion of the
surety which coversthe decommissioning and reclama-
tion of the mill, mill tailings site and associated aress,
andthelong-termfunding chargeareclearly identified.
The licensee's surety mechanism will be reviewed
annually by the board to assure that sufficient funds
will be available for completion of the reclamation
plan if the work had to be performed by an independ-
ent contractor. Theamount of surety liability should be
adjusted to recognize any increases or decreases
resulting frominflation, changesin engineering plans,
activitiesperformed, and any other conditionsaffecting
costs. Regardless of whether reclamation is phased
through the life of the operation or takes place at the
end of operations, an appropriate portion of surety
liability shall be retained until fina compliance with
the reclamation plan is determined. This will yield a
surety that is at least sufficient at all timesto cover the
costs of decommissioning, decontamination, and
reclamation of the areas that are expected to be dis-
turbed beforethe next licenserenewal . Theterm of the
surety mechani sm must be open ended, unlessit can be
demonstrated that another arrangement would provide
an equivalent level of assurance. Thisassurance could
be provided with a surety instrument which iswritten
for a specified period of time (e.g., 5 years) which
must be automatically renewed unless the surety agent
notifies the beneficiary (the state regulatory agency)
and the principal (the licensee) some reasonable time
(e.g., 90 days) prior to the renewal date of their inten-
tion not to renew. In such a situation, the surety
requirement still exists and the licensee would be
required to submit an acceptable replacement surety
within abrief period of timeto alow at least 60 days
for the regulatory agency to collect.

(2) Thetotal amount of funds for reclamation or long-
termsurveillance and control shall betransferred tothe
United Statesif title and custody of such material and
itsdisposal siteistransferred to the United Statesupon
termination of alicense. Such funds include, but are
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not limited to, sums collected for long-term surveil-

lance and control. Such fundsdo not, however, include

monies held as surety where no default has occurred,
and the reclamation or other bonded activity has been
performed.

(e) The applicant shall provide procedures describing
the means employed to meet the following requirements
during the operational phase of any project.

(1) Milling operations shall be conducted so that all

effluent releases are below the limits of 410 IAC 5-4

and are as low asis reasonably achievable.

(2) The mill operator shall conduct daily inspection of

any tailings or waste retention systems. Such inspec-

tions shall be conducted by a qualified engineer or
scientist. Records of such inspections shall be main-
tained for review by the board.

(3) The mill operator shall immediately notify the

board of the following:

() Any failurein atailings or waste retention system
which results in a release of tailings or waste into
unrestricted areas, and

(if) Any unusual conditions or conditions not con-
templated in the design of the retention system
which, if not corrected, could lead to failure of the
system and result in a release of tailings or waste
into unrestricted aress.

(f) Continued Surveillance Requirements for Source
Material Mills Having Reclaimed Residues.

(1) Thefina disposition of tailings or wastes at source

material milling sites should be such that the need for

ongoing active maintenance is not necessary to pre-
serveisolation. Asaminimum, annual siteinspections
shall be conducted by the government agency retaining
ultimate custody of thesitewheretailingsor wastesare
stored to confirmthe integrity of the stabilized tailings
or waste systems and to determine the need, if any, for
maintenance and/or monitoring. Results of theinspec-
tion shall be reported to the U.S. Nuclear Regulatory

Commissionwithin 60 daysfollowingeachinspection.

TheU.S. Nuclear Regulatory Commission may require

more frequent siteinspections, if, onthebasisof asite-

specific evaluation, such aneed appears necessary due
tothefeatures of aparticular tailings or waste disposal
system.

(2) A minimum charge of $250,000 in 1978 dollarsto

cover the costs of long-term surveillance shall be paid

by each mill operator to the board prior to the termina-
tion of a uranium or thorium mill license. If site
surveillance or control requirementsat aparticular site
are determined, on the basis of a site-specific evalua-
tion, to be significantly greater than those specified in
4101AC5-3-13(f)(1), additional funding requirements
may be specified by the board. The total charge to
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cover the costs of long-term surveillance shall be such
that, with an assumed 1 percent annual real interest
rate, the collected funds will yield interest in the
amount sufficient to cover the annual costs of site
surveillance. The charge will be reviewed annually to
recognize or adjust for inflation.

(Indiana State Department of Health; 410 1AC5-3-12.5;

filed Feb 29, 1984, 10:10 am: 7 IR 863; readopted filed

Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-3-13 Specific licensesto manufacture,
repair, or distributeproductscon-

taining radioactive materials
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 13. (8) Licensing the Introduction of Radioactive
Materid into Products in Exempt Concentrations. (1) In
addition to the requirements set forth in 410 IAC 5-3-10, a
specific license authorizing the introduction of radioactive
meateria into a product or materia owned by or in the
possession of the licensee or ancther to be transferred to
personsexempt under 410 |AC 5-3-4(8)(2) will beissuedif:

(i) The applicant submits a description of the product
or material into which the radioactive material will be
introduced, intended use of the radioactive material
and the product or material into which it isintroduced,
method of introduction, initial concentration of the
radioactive material in the product or material, control
methods to assure that no more than the specified
concentration is introduced into the product or mate-
rial, estimated time interval between introduction and
transfer of the product or material, and estimated
concentration of theradioactivematerial intheproduct
or materia at the time of transfer; and
(i) The applicant provides reasonable assurance that
the concentrations of radioactivematerial at thetime of
transfer will not exceed the concentrationsin Schedule
A, 410 IAC 5-3-26, that reconcentration of the radio-
active material in concentrations exceeding those in
Schedule A is not likely, that use of lower concentra-
tionsisnot feasible, and that the product or material is
not likely to be incorporated in any food, beverage,
cosmetic, drug, or other commodity or product de-
signed for ingestion or inhalation by, or application to,
ahuman being.

(2) Each person licensed under 410 IAC 5-3-13(a)
shall file an annual report with the board which shall
identify the type and quantity of each product or material
into which radioactive material has been introduced
during the reporting period; name and address of the
person who owned or possessed the product or material,
into which radioactive material has been introduced, at
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the time of introduction; the type and quantity of
radionuclide introduced into each such product or
meterial; and the initia concentrations of the
radionuclidein the product or material at time of transfer
of theradioactive material by thelicensee. If notransfers
of radioactive material have been made pursuant to 410
IAC 5-3-13(a) during the reporting period, the report
shall so indicate. The report shall cover the year ending
June 30, and shall be filed within 30 days thereafter.
(b) Licensing the Distribution of Radioactive Material
in Exempt Quantities.™”
(1) An application for a specific license to distribute
NARM to personsexempted from4101AC 5 pursuant
to 410 IAC 5-3-4(b) will be approved if:
(i) The radioactive material is not contained in any
food, beverage, cosmetic, drug, or other commodity
designed for ingestion or inhalation by, or applica-
tion to, a human being;
(i) Theradioactive materia isin the form of processed
chemical eements, compounds, or mixtures, tissue
samples, bioassay samples, counting standards, plated
or encapsulated sources, or Smilar substances, identi-
fied as radioactive and to be used for its radioactive
properties, but is not incorporated into any manufac-
tured or assembled commodity, product, or device
intended for commercid distribution; and
(iii) Theapplicant submits copiesof prototypelabels
and brochures and the board approves such labels
and brochures.
(2) Thelicense issued under 410 IAC 5-3-13(b)(1) is
subject to the following conditions:
(i) No more than 10 exempt quantities shall be sold
or transferred in any singletransaction. However, an
exempt quantity may be composed of fractional parts
of one or more of the exempt quantity provided the
sum of the fractions shall not exceed unity.
(ii) Each exempt quantity shall be separately and
individually packaged. No more than 10 such pack-
aged exempt quantities shall be contained in any
outer package for transfer to persons exempt pursu-
ant to 410 IAC 5-3-4(b). The outer package shall be
such that the dose rate at the external surface of the
package does not exceed 0.5 millirem per hour.
(iif) Theimmediate container of each quantity or sepa-
rately packaged fractiond quantity of radioactive
meteria shall bear adurable, legible labd which:
(A) Identifies the radionuclide and the quantity of
radioactivity, and
(B) Bears the words “ Radioactive Material.”
(iv) In addition to the labeling information required
by 410 1AC 5-3-13(b)(2)(iii), thelabel affixed tothe
immediate container, or an accompanying brochure,
shall:
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(A) State that the contents are exempt from licens-
ing state requirements,

(B) Bear thewords“ Radioactive Material-Not for
Human Use-Introduction into Foods, Beverages,
Cosmetics, Drugs, or Medicinals, or into Products
Manufactured for Commercial Distribution is
Prohibited—Exempt Quantities Should Not Be
Combined;” and

(C) Setforthappropriateadditional radiation safety
precautions and instructions relating to the han-
dling, use, storage, and disposal of the radioactive
material.

(3) Each person licensed under 410 IAC 5-3-13(b)

shall maintain records identifying, by name and ad-

dress, each person to whom radioactive materia is
transferred for use under 410 1AC 5-3-4 or the equiva-
lent regulations of a licensing state, and stating the
kindsand quantitiesof radioactivematerial transferred.

Anannua summary report stating the total quantity of

eachradionuclidetransferred under thespecificlicense

shall be filed with the board. Each report shall cover
theyear ending June 30, and shall befiled within thirty

(30) days thereafter. If no transfers of radioactive

material have been made pursuant to 410 IAC 5-3-

13(b) during the reporting period, the report shall so

indicate.

W Authority to transfer possession or control by the
manufacturer, processor, or producer of any equipment,
device, commodity, or other product containing byproduct
material whose subsequent possession, use, transfer, and
disposa by all other persons are exempted from regulatory
requirements may be obtained only from the U.S. Nuclear
Regulatory Commission, Washington, D.C. 20555.

(c) Licensingthelncorporation of Naturally-Occurring
and A ccelerator-Produced Radioactive M aterid into Gas
and Aerosol Detectors. An application for a specific
license authorizing the incorporation of NARM into gas
and aerosol detectorsto be distributed to persons exempt
under 410 IAC 5-3-4(c)(3) will be approved if the
application satisfies requirements equivalent to those
contained in Section 32.26 of 10 CFR Part 32. The
maximum quantity of radium-226in each deviceshall not
exceed 0.1 microcurie.

(d) Licensing the Manufacture and Distribution of
Devices to Persons Generally Licensed Under 410 IAC
5-3-7(d).

(1) Anapplicationfor aspecificlicenseto manufacture
or distribute devices containing radioactive material,
excluding special nuclear material, to persons gener-
ally licensed under 410 IAC 5-3-7(d) or equivalent
regulations of the U.S. Nuclear Regulatory Commis-
sion, an agreement state or a licensing state will be
approved if:
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(i) The applicant satisfies the general requirements
of 410 IAC 5-3-10;
(ii) The applicant submits sufficient information
relating to the design, manufacture, prototype test-
ing, quality control, labels, proposed uses, installa
tion, servicing, leak testing, operating and safety
instructions, and potential hazards of the device to
provide reasonable assurance that:
(A) The device can be safely operated by persons
not having training in radiological protection;
(B) Under ordinary conditions of handling, stor-
age, and use of the device, the radioactive material
contained in the device will not be released or
inadvertently removed from the device, and it is
unlikely that any person will receivein any period
of one calendar quarter a dose in excess of 10
percent of the limits specified in the table in 410
IAC 5-4-2(a); and
(C) Under accident conditions such as fire and
explosion associated with handling, storage, and
use of the device, it is unlikely that any person
would receive an external radiation dose or dose
commitment in excess of the following organ
doses:
Whole body; head and trunk; active blood-
forming organs; gonads; or lens of eye 15rems
Hands and forearms; feet and ankles;
localized areas of skin averaged over
areasno larger than 1 square centimeter 200 rems
Other organs 50 rems; and
(iii) Each device bears a durable, legible, clearly
visiblelabel or labels approved by the board, which
containinaclearlyidentified and separate statement:
(A) Instructions and precautions necessary to
assure saf einstall ation, operation, and servicing of
the device; documents such as operating and
service manuals may be identified in the label and
used to provide this information;
(B) The requirement, or lack of requirement, for
leak testing, or for testing any “ on-off” mechanism
andindicator, including themaximumtimeinterval
for such testing, and the identification of radioac-
tive material by isotope, quantity of radioactivity,
and date of determination of the quantity; and
(C) The information called for in one of the fol-
lowing statements, as appropriate, in the same or
substantially similar form:
(8a) The receipt, possession, use, and transfer of
this device, Model , Seria No. W are
subject to a general license or the equivalent and
the regulations of the U.S. Nuclear Regulatory
Commission or astatewithwhichtheU.S. Nuclear
Regulatory Commission has entered into an agree-
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ment for the exercise of regulatory authority. This
label shall be maintained on the devicein alegible
condition. Removal of thislabel is prohibited.
CAUTION-RADIOACTIVE MATERIAL

Name of manufacturer or distributor
(bb) The receipt, possession, use, and transfer of
this device, Model , Seria No. W are
subject to agenera license or the equivaent, and
theregulations of alicensing state. Thislabel shall
be maintained on the device in alegible condition.
Removal of thislabel is prohibited.

CAUTION-RADIOACTIVE MATERIAL

Name of manufacturer or distributor

(2) Inthe event the applicant desiresthat the device be
required to be tested at intervals longer than six
months, either for proper operation of the “on-off”
mechanism and indicator, if any, or for leakage of
radioactive material or for both, the applicant shall
include in the application sufficient information to
demonstrate that such longer interval is justified by
performance characteristics of the device or similar
devices and by design features which have a signifi-
cant bearing on the probability or consequences of
leakage of radioactive material from the device or
failure of the “on-off” mechanism and indicator. In
determining the acceptable interval for the test for
|eakageof radioactivematerial, theboard will consider
information which includes, but is not limited to:

(i) Primary containment or source capsule;

(if) Protection of primary containment;

(iii) Method of sealing containment;

(iv) Containment construction materials,

(v) Form of contained radioactive material;

(vi) Maximum temperature withstood during proto-

type test;

(vii) Maximum pressure withstood during prototype

tests,

(viii) Maximum quantity of contained radioactive

meaterial;

(ix) Radiotoxicity of contained radioactive material;

and

(Xx) Operating experience with identical devices or

similarly designed and constructed devices.
(3) In the event the applicant desires that the general
licensee under 410 IAC 5-3-7(d), or under equivalent
regulations of the U.S. Nuclear Regulatory Commis-
sion, an agreement state or a licensing state be autho-
rized to install the device, collect the sample to be
analyzed by a specific licensee for leakage of radioac-
tive material, service the device, test the “on-off”
mechanism and indicator, or remove the device from
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installation, the applicant shall include in the applica-
tion written instructions to be followed by the genera
licensee, estimated calendar quarter doses associated
with such activity or activities, and basis for such
estimates. Thesubmitted information shall demonstrate
that performance of such activity or activities by an
individual untrained in radiological protection, in
addition to other handling, storage, and use of devices
under the genera license, is unlikely to cause that
individual to receive acalendar quarter dose in excess
of 10 percent of the limits specified in thetablein 410
IAC 5-4-2(a).
(4) Each person licensed under 410 IAC 5-3-13(d) to
distribute devicesto generally licensed persons shall:
(i) Furnish acopy of the general license containedin
410 IAC 5-3-7(d) to each person to whom he di-
rectly or through an intermediate person transfers
radioactive material in a device for use pursuant to
the general license contained in 410 IAC 5-3-7(d);
(i) Furnish a copy of the general license contained
in the U.S. Nuclear Regulatory Commission's,
agreement state's or licensing state's regulation
equivaent to 410 IAC 5-3-7(d), or aternatively,
furnish a copy of the general license contained in
410 IAC 5-3-7(d) to each person to whom he di-
rectly or through an intermediate person transfers
radioactive material in a device for use pursuant to
the genera license of the U.S. Nuclear Regulatory
Commission, the agreement state or the licensing
state. If acopy of the general licensein 410 IAC 5-
3-7(d) is furnished to such a person, it shall be
accompanied by anote explaining that the use of the
device is regulated by the U.S. Nuclear Regulatory
Commission, agreement state or licensing state under
requirements substantially the same as those in 410
IAC 5-3-7(d);
(iii) Report to the board all transfers of such devices
to persons for use under the general license in 410
IAC5-3-7(d). Suchreport shall identify each general
licensee by name and address, anindividua by name
and/or positionwho may constituteapoint of contact
between the board and the general licensee, the type
and model number of device transferred, and the
quantity and type of radioactive material contained
in the device. If one or more intermediate persons
will temporarily possess the device at the intended
place of use prior to its possession by the user, the
report shall includeidentification of each intermedi-
ate person by name, address, contact, and relation-
ship to the intended user. If no transfers have been
made to the persons generally licensed under 410
IAC 5-3-7(d) during the reporting period, the report
shall so indicate. The report shal cover each calendar
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quarter and shall befiled within 30 days theregfter;
(iv) Furnish reportsto other agencies:
(A) Report to the U.S. Nuclear Regulatory Commis-
sion al transfers of such devices to persons for use
under the U.S. Nuclear Regulatory Commission
generd licensein Section 31.5 of 10 CFR Part 31,
(B) Report to the responsible state agency all
transfers of devices manufactured and distributed
pursuant to 410 IAC 5-3-13(d) for use under a
general licenseinthat state'sregul ationsequival ent
to 410 IAC 5-3-7(d);
(C) Such reports shall identify each general li-
censee by nameand address, anindividual by name
and/or position who may constitute a point of
contact betweentheboard and thegeneral licensee,
the type and model of the device transferred, and
the quantity and type of radioactive material con-
tained in the device. If one or more intermediate
persons will temporarily possess the device at the
intended place of use prior to its possession by the
user, the report shall include identification of each
intermediate person by name, address, contact, and
relationship to the intended user. The report shall
be submitted within 30 days after the end of each
calendar quarter in which such a device is trans-
ferred to the generally licensed person;
(D) If notransfershave been madeto U.S. Nuclear
Regulatory Commission licensees during the
reporting period, thisinformation shall be reported
to the U.S. Nuclear Regulatory Commission;
(E) If no transfers have been made to general
licenseeswithinaparticular state duringthereport-
ing period, thisinformation shall be reported tothe
responsible state agency upon request of that
agency.
(v) Keep records showing the name, address, and the
point of contact for each general licensee to whom
he directly or through an intermediate person trans-
fers radioactive material in devices for use pursuant
tothe general license provided in 410 1AC 5-3-7(d),
or equivalent regulations of the U.S. Nuclear Regu-
latory Commission, an agreement state or alicensing
state. The records should show the date of each
transfer, the radionuclide and the quantity of radio-
activity in each devicetransferred, theidentity of any
intermediate person and compliance with the report
requirements of 410 IAC 5-3-13(d)(4).

W The model, serial number, and name of manufac-
turer or distributor may be omitted from this label
provided the information is elsewhere specified and
labeling affixed to the device.

(e) Specia Requirementsfor theManufacture, Assem-
bly, or Repair of Luminous Safety Devices for Use in
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Aircraft. An application for a specific license to manu-
facture, assemble, or repair luminous safety devices
containing tritium or promethium-147 for usein aircraft,
for distribution to persons generally licensed under 410
IAC 5-3-7(e) will be approved if:

(1) The applicant satisfies the general requirements

specified in 410 IAC 5-3-10, and

(2) Theapplicant satisfiestherequirementsof Sections

32.53, 32.54, 32.55, 32.56, and 32.101 of 10 CFR Part

32 or their equivalent.

(f) Specia Requirements for License to Manufacture
Calibration Sources Containing Americium-241, Pluto-
nium, or Radium-226 for Distribution to Persons Gener-
aly Licensed Under 410 IAC 5-3-7(g). An application
for a specific license to manufacture cdibration and
reference sources containing americium-241, plutonium
or radium-226 to persons generally licensed under 410
IAC 5-3-7(g) will be approved if:

(1) The applicant satisfies the general requirement of

410 IAC 5-3-10, and

(2) Theapplicant satisfiestherequirementsof Sections

32.57,32.58,32.59, and 32.102 of 10 CFR Part 32 and

Section 70.39 of 10 CFR Part 70 or their equivalent.

(g) Manufacture and Distribution of Radioactive
Material for Medical Use Under General License. In
addition to requirements set forth in 410 IAC 5-3-10, a
specificlicenseauthorizing thedistribution of radioactive
meaterial for use by physicians under the general license
in 410 IAC 5-3-7(h) will be issued if:

(2) Theapplicant submitsevidencethat theradioactive

material isto be manufactured, labeled and packaged

in accordance with a new drug application which the

Commissioner of Food and Drugs, Food and Drug

Administration, has approved, or in accordance with a

license for abiologic product issued by the Secretary,

U.S. Department of Health and Human Services; and

(2) One of thefollowing statements, as appropriate, or

a substantially similar statement which contains the

information called for in one of the following state-

ments, appears on the label affixed to the container or

appears in the leaflet or brochure which accompanies

the package:
(i) Thisradioactivedrug may bereceived, possessed,
and used only by physicians licensed (to dispense
drugs) in the practice of medicine. Its receipt, pos-
session, use, and transfer are subject to the regula-
tions and a general license or its equivalent of the
U.S. Nuclear Regulatory Commission or of a state
with which the commission has entered into an
agreement for the exercise of regulatory authority,

Name of manufacturer
(if) This radioactive drug may be received, pos-
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sessed, and used only by physicians licensed (to
dispense drugs) in the practice of medicine. Its
receipt, possession, use, and transfer are subject to
theregulationsand ageneral licenseor itsequivalent
of alicensing state.

Name of manufacturer
(h) Manufacture and Distribution of Radioactive
Material for Certain In Vitro Clinical or Laboratory
Testing Under General License. An application for a
specific license to manufacture or distribute radioactive
material for use under the general license of 410 IAC 5-
3-7(i) will be approved if:
(1) The applicant satisfies the general requirements
specified in 410 IAC 5-3-10;
(2) The radioactive material is to be prepared for
distribution in prepackaged units of:
(i) Carbon-14 in units not exceeding 10 microcuries
each;
(i) Cobalt-57 in units not exceeding 10 microcuries
each;
(iii) Hydrogen-3 (tritium) in units not exceeding 50
microcuries each;
(iv) lodine-125 in wunits not exceeding 10
microcuries each;
(v) Mock lodine-125 in units not exceeding 0.05
microcurie of iodine-129 and 0.005 microcuries of
americium-241 each;
(vi) lodine-131 in units not exceeding 10
microcuries each;
(vii) Iron-59 in units not exceeding 20 microcuries
each;
(viii) Selenium-75 in units not exceeding 10
microcuries each;
(3) Each prepackaged unit bears a durable, clearly
visible label:
(i) Identifying theradioactive contentsasto chemical
form and radionuclide, and indicating that the
amount of radioactivity does not exceed 10
microcuriesof iodine-125, iodine-131, selenium-75,
cobalt-57, or carbon-14; 50 microcuriesof hydrogen-
3 (tritium); 20 microcuries of iron-59; or Mock
lodine-125 in units not exceeding 0.05 microcurie of
iodine-129 and 0.005 microcurie of americium-241
each; and
(if) Displaying the radiation caution symbol de-
scribed in 410 IAC 5-4-11(a)(1) and the words,
“CAUTION, RADIOACTIVE MATERIAL,” and
“Not for Internal or External Use in Humans or
Animals.”
(4) One of the following statements, or a substantially
similar statement which containstheinformation called
for in the following statements, appears on a label
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affixed to each prepackaged unit or appearsin aleaflet

or brochure which accompanies the package:
(i) This radioactive material may be received, ac-
quired, possessed, and used only by physicians,
veterinarians, clinical laboratories or hospitals and
only for in vitro clinical or laboratory tests not
involving internal or external administration of the
material, or theradiation therefrom, to human beings
or animals. Its receipt, acquisition, possession, use,
and transfer are subject to the regulations and a
genera license of the U.S. Nuclear Regulatory
Commission or of astatewith which thecommission
has entered into an agreement for the exercise of
regulatory authority.

Name of manufacturer

(i) This radioactive material may be received,
acquired, possessed, and used only by physicians,
veterinarians, clinical laboratories or hospitals and
only ininvitroclinical or laboratory testsnot involv-
inginternal or external administration of the material
or the radiation therefrom, to human beings or
animals. Itsreceipt, acquisition, possession, use, and
transfer are subject to the regulations and a general
license of alicensing state.

Name of manufacturer
(5) The label affixed to the unit, or the leaflet or
brochure which accompanies the package, contains
adequate information as to the precautions to be
observed in handling and storing such radioactive
meaterial. Inthe case of the Mock lodine-125 reference
or calibration source, the information accompanying
the source, must also contain directionsto thelicensee
regarding the waste disposal requirements set out in

410 IAC 5-4-16.

(i) Licensing the Manufacture and Distribution of Ice
Detection Devices. An application for a specific license
to manufacture and distribute ice detection devices to
personsgenerally licensed under 410 IAC 5-3-10 will be
approved if:

(1) The applicant satisfies the general requirements of

410 1AC5-3-10, and

(2) Thecriteriaof Sections32.61, 32.62, and 32.103 of

10 CFR Part 32 are met.

(j) Manufacture and Distribution of
Radiopharmaceuticials [sic.] Containing Radioactive
Material for Medica Use Under Group Licenses. An
application for a specific license to manufacture and
distribute radiopharmaceuticals containing radioactive
material for use by personslicensed pursuantto 410 1AC
5-3-11(c) for the useslisted in Group I, Group I1, IV, or
V of Schedule C, 410 IAC 5-3-28, will be approved if:
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(1) The applicant satisfies the general requirements

specified in 410 IAC 5-3-10;

(2) The applicant submits evidence that:

() The radiopharmaceutical containing radioactive
material will bemanufactured, 1abel ed, and packaged
in accordance with the Federal Food, Drug and
Cosmetic Act or the Public Health Service Act, such
as a new drug application (NDA) approved by the
Food and Drug Administration (FDA), or a“Notice
of Claimed Investigational Exemption for a New
Drug” (IND) that has been accepted by the FDA, or
(i) The manufacture and distribution of the
radiopharmaceutical containing radioactive material
is not subject to the Federal Food, Drug and Cos-
metic Act and the Public Health Service Act;

(3) The applicant submits information on the
radionuclide, chemical and physical form, packaging
including maximum activity per package, and shielding
provided by the packaging of the radioactive material
which is appropriate for safe handling and storage of
radiopharmaceutical's by group licensees; and

(4)() The label affixed to each package of the

radiopharmaceutical contains information on the

radionuclide, quantity, and date of assay and the label
affixed to each package, or the leaflet or brochure
which accompanieseach package, containsastatement
that the radiopharmaceutical is licensed by the board

for distribution to persons licensed pursuant to 410

IAC 5-3-11(c) and Schedule C, 410 IAC 5-3-28,

Group I, Group I, Group 1V, and Group V, as appro-

priate, or under equivalent licensesof theU.S. Nuclear

Regulatory Commission, an agreement state or a

licensing state.

(i) Thelabdls, lesflets, or brochuresrequired by 4101AC

5-3-13(j)(4)(i) are in addition to the labeling required by

the Food and Drug Adminigtration and they may be
separate from or, with the approva of FDA, may be
combined with the labeling required by FDA.

(k) Manufacture and Distribution of Generators or
Reagent Kits for Preparation of Radiopharmaceuticals
Containing Radioactive Material .*? An application for a
specific license to manufacture and distribute generators
or reagent kits containing radioactive material for prepa-
ration of radiopharmaceuticals by persons licensed
pursuant to 410 IAC 5-3-11(c) for the uses listed in
Group Ill of Schedule C, 410 IAC 5-3-28, will be
approved if:

(1) The applicant satisfies the general requirements

specified in 410 IAC 5-3-10;

(2) The applicant submits evidence that:

(i) The generator or reagent kit is to be manufac-
tured, labeled and packaged in accordance with the
Federal Food, Drug and Cosmetic Act or the Public
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Health Service Act, such as a new drug application
approved by the Food and Drug Administration or a
“Notice of Claimed Investigational Exemption for a
New Drug” that has been accepted by the FDA, or
(i) The manufacture and distribution of the genera-
tor or reagent kit are not subject to the Federal Food,
Drug and Cosmetic Act and the Public Health
Service Act;

(3) The applicant submits information on the

radionuclide, chemical and physical form, packaging

including maximum activity per package, and shielding
provided by the packaging of the radioactive material
contained in the generator or reagent kit;

(4) The label affixed to the generator or reagent kit

containsinformation ontheradionuclide, quantity, and

date of assay; and

(5) Thelabel affixed to the generator or reagent kit, or

theleaflet or brochure which accompaniesthe genera-

tor or reagent kit, contains:

(i) Adeguate information, from a radiation safety
standpoint, on the proceduresto befollowed and the
equipment and shielding to be used in eluting the
generator or processing radioactive material withthe
reagent kit, and

(i) A statement that this generator or reagent kit, as
appropriate, isapproved for use by personslicensed
by the board pursuant to 410 IAC 5-3-11(c) and
Schedule C, 410 IAC 5-3-28, Group Il or under
equivalent licenses of the U.S. Nuclear Regulatory
Commission, an agreement state or alicensing state.
The labels, leaflets or brochures required by 410
IAC 5-3-13(k) are in addition to the labeling re-
quired by the Food and Drug Administration (FDA)
and they may be separate from or, with the approval
of FDA, may be combined with thelabeling required
by FDA.

2 Although the board does not regul ate the manufac-
ture and distribution of reagent kits that do not contain
radioactive material, it does regulate the use of such
reagent kits for the preparation of radiopharmaceuticals
containing radioactive material as part of its licensing
and regulation of the users of radioactive material. Any
manufacturer of reagent kitsthat do not contain radioac-
tive material who desires to have his reagent kits ap-
proved by the board for use by personslicensed pursuant
to 410 IAC 5-3-11(c) and Group 111 of Schedule C, 410
IAC 5-3-28, may submit the pertinent information
specified in 410 IAC 5-3-13(k).

(N Manufactureand Distribution of Sourcesor Devices
Containing Radioactive Material for Medica Use. An
application for a specific license to manufacture and
distribute sources and devices containing radioactive
material to persons licensed pursuant to 410 IAC 5-3-

4101AC5-3-13

11(c) for use as a cdibration or reference source or for
theuseslisted in Group VI of Schedule C, 410 IAC 5-3-
28, will be approved if:
(2) The applicant satisfies the general requirementsin
410 1AC 5-3-10;
(2) The applicant submits sufficient information
regarding each type of source or device pertinent to an
evaluation of its radiation safety, including:
(i) The radioactive material contained, its chemical
and physical form, and amount,
(ii) Details of design and construction of the source
or device,
(iii) Proceduresfor, and results of , prototypeteststo
demonstrate that the source or device will maintain
itsintegrity under stresseslikely to beencounteredin
normal use and accidents,
(iv) For devices containing radioactive material, the
radiation profile of a prototype device,
(v) Details of quality control procedures to assure
that production sources and devices meet the stan-
dards of the design and prototype tests,
(vi) Proceduresand standardsfor calibrating sources
and devices,
(vii) Legend and methods for labeling sources and
devices as to their radioactive content, and
(viii) Instruction for handling and storing the source
or device fromthe radiation saf ety standpoint; these
instructions are to be included on a durable label
attached to the source or device or attached to a
permanent storage container for the sourceor device;
provided, that instructions which are too lengthy for
such label may be summarized on the label and
printed in detail on a brochure which is referenced
on the label; and
(3) The labdl affixed to the source or device, or to the
permanent storage container for the source or device,
containsinformation ontheradionuclide, quantity, and
date of assay, and a statement that the name of source
or device is licensed by the board for distribution to
persons licensed pursuant to 410 IAC 5-3-11(c) and
Schedule C, 410 IAC 5-3-28, Group VI or under
equivalent licenses of the U.S. Nuclear Regulatory
Commission, an agreement state or a licensing state,
provided, that such labeling for sources which do not
require long term storage may be on a leaflet or bro-
chure which accompanies the source.
(4) Inthe event the applicant desires that the source or
device be required to be tested for |eakage of radioac-
tive materia at intervals longer than six months, he
shall include in his application sufficient information
to demonstrate that such longer interval isjustified by
performance characteristics of the source or device or
similar sources or devices and by design features that
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have asignificant bearing on the probability or conse-
quences of leakage of radioactive material from the
source; and
(5) In determining the acceptable interval for test of
|eakage of radioactivematerial, theboard will consider
information that includes, but is not limited to:
(i) Primary containment or source capsule;
(it) Protection of primary containment;
(iii) Method of sealing containment;
(iv) Containment construction materials;
(v) Form of contained radioactive material;
(vi) Maximum temperature withstood during proto-
type tests;
(vii) Maximum pressure withstood during prototype
tests,
(viii) Maximum quantity of contained radioactive
meaterial;
(ix) Radiotoxicity of contained radioactive material;
and
(x) Operating experience with identical sources or
devices or similarly designed and constructed
sources or devices.
(m) Requirements for License to Manufacture and
Distribute Industrial Products Containing Depleted
Uranium for Mass-Volume Applications.
(1) Anapplicationfor aspecificlicenseto manufacture
industrial products and devices containing depleted
uranium for use pursuant to 410 IAC 5-3-6(d) or
equivalent regulations of the U.S. Nuclear Regulatory
Commission or an agreement statewill be approved if:
(i) The applicant satisfies the general requirements
specified in 410 IAC 5-3-10;
(ii) The applicant submits sufficient information
relating to the design, manufacture, prototype test-
ing, quality control procedures, labeling or marking,
proposed uses, and potential hazardsof theindustrial
product or device to provide reasonable assurance
that possession, use, or transfer of the depleted
uranium in the product or device is not likely to
cause any individual to receive in any period of one
calendar quarter a radiation dose in excess of 10
percent of the limits specified in 410 IAC 5-4-2(a);
and
(iii) The applicant submits sufficient information
regarding the industrial product or device and the
presence of depleted uranium for a mass-volume
application in the product or device to provide
reasonabl e assurancethat uniquebenefitswill accrue
tothe public because of the usefulness of the product
or device.
(2) Inthe case of anindustrial product or device whose
unique benefits are questionable, the board will ap-
prove an application for a specific license under 410
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IAC 5-3-13(m) only if the product or deviceis found
to combine ahigh degree of utility and low probability
of uncontrolled disposal and dispersal of significant
quantities of depleted uranium into the environment.
(3) The board may deny any application for a specific
license under 410 IAC 5-3-13(m) if the end use(s) of
the industrial product or device cannot be reasonably
foreseen.
(4) Each person licensed pursuant to 410 IAC 5-3-
13(m)(2) shall:
(i) Maintain the level of quality control required by
the license in the manufacture of the industria
product or device, and in the installation of the
depleted uranium into the product or device;
(i) Label or mark each unit to:
(A) Identify the manufacturer of the product or
device and the number of the license under which
the product or device was manufactured, the fact
that the product or device contains depleted ura-
nium, and the quantity of depleted uraniumin each
product or device; and
(B) State that the receipt, possession, use, and
transfer of the product or device are subject to a
genera license or the equivalent and the regula-
tions of the U.S. Nuclear Regulatory Commission
or an agreement state;
(iii) Assure that the depleted uranium before being
installed in each product or device has been im-
pressed with the following legend clearly legible
through any plating or other covering: “Depleted
Uranium”;
(iv)(A) Furnish a copy of the general license con-
tainedin 4101 AC 5-3-6(d) and acopy of board form
“W,” 410 IAC 5-3-32, to each person to whom he
transfers depleted uraniuminaproduct or devicefor
use pursuant to the general license contained in 410
IAC 5-3-6(d); or
(B) Furnish a copy of the general license contained
in the U.S. Nuclear Regulatory Commission's or
agreement state'sregulation equivalentto4101AC5-
3-6(d) and a copy of the U.S. Nuclear Regulatory
Commission's or agreement state's certificate; or
aternatively, furnish a copy of the general license
contained in 410 IAC 5-3-6(d) and a copy of board
form“W,” 410 1AC 5-3-32, to each person to whom
hetransfers depleted uraniumin aproduct or device
for use pursuant to the general license of the U.S.
Nuclear Regulatory Commission or an agreement
state, with a note explaining that use of the product
or device is regulated by the U.S. Nuclear Regula-
tory Commission or an agreement state under re-
quirements substantially the same as those in 410
IAC 5-3-6(d).
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(v) Report to the board al transfers of industrial
products or devices to persons for use under the
generd license in 410 IAC 5-3-6(d). Such report
shall identify each general licensee by name and
address, an individual by name and/or position who
may constitute a point of contact between the board
and the general licensee, the type and model number
of device transferred, and the quantity of depleted
uranium contained in the product or device. The
report shall be submitted within 30 daysafter theend
of each calendar quarter in which such a product or
deviceistransferred tothegenerally licensed person.
If no transfers have been made to persons generally
licensed under 410 IAC 5-3-6(d) during the report-
ing period, the report shall so indicate;

(Vi)(A) Report to the U.S. Nuclear Regulatory
Commission all transfers of industrial products or
devices to persons for use under the U.S. Nuclear
Regulatory Commission general license in Section
40.25 of 10 CFR Part 40.

(B) Report to the responsible state agency al trans-
fers of devices manufactured and distributed pursu-
ant to 410 IAC 5-3-13(m) for use under a general
license in that state's regulations equivalent to 410
IAC 5-3-6(d).

(C) Such report shall identify each general licensee
by name and address, an individual by name and/or
position who may constitute a point of contact
between the agency and the general licensee, the
type and model number of the device transferred,
and the quantity of depleted uranium contained in
the product or device. The report shall be submitted
within 30 days after the end of each calendar quarter
inwhich such product or deviceistransferred to the
generaly licensed person.

(D) If no transfers have been made to U.S. Nuclear
Regulatory Commission licensees during the report-
ing period, this information shall be reported to the
U.S. Nuclear Regulatory Commission.

(E) If no transfers have been made to general licens-
ees within a particular agreement state during the
reporting period, this information shall be reported
to the responsible agreement state agency upon the
request of that agency.

(vii) Keep records showing the name, address, and
point of contact for each general licensee to whom
he transfers depleted uraniumin industrial products
or devices for use pursuant to the general license
provided in 410 |AC 5-3-6(d) or equivalent regula
tionsof the U.S. Nuclear Regulatory Commission or
an agreement state. The records shall be maintained
for a period of 2 years and shall show the date of
each transfer, the quantity of depleted uranium in
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each product or device transferred, and compliance

with the report requirements of this section.
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.28; filed May 26, 1978, 3:30 pm: 1 1R 154; filed
Feb 29, 1984, 10:10 am: 7 IR 865; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 1 AC 5-3-14 I ssuance of specific licenses; incor -
poration of additional require-

ments
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 14. (a) Upon a determination that an application
meets the requirements of IC 13-1-2 [IC 13-1 was
repealed by P.L.1-1996, SECTION 99, effective July 1,
1996.] and 410 IAC 5, the board will issue a specific
license authorizing the proposed activity in such form
and containing such conditions and limitations as it
deems appropriate or necessary.

(b) The board may incorporate in any license at the
time of issuance, or thereafter by appropriate rule,
regulation, or order, such additional requirements and
conditions with respect to the licensee's receipt, posses-
sion, use, and transfer of radioactive materia subject to
410 IAC 5-3-14 as it deems appropriate or necessary in
order to:

(1) Minimize danger to public health and safety or

property;

(2) Require such reports and the keeping of such

records, and to provide for such inspections of activi-

ties under the license as may be appropriate or neces-
sary; and

(3) Prevent loss or theft of material subjectto 410 1AC

5-3.

(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.30; filed May 26, 1978, 3:30 pm: 1 IR 162; filed
Feb 29, 1984, 10:10 am: 7 IR 874; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 AC 5-3-15 Terms and conditions of licenses;

transfer
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 15. (a) Eachlicenseissued pursuantto 410 1AC 5-
3 shall be subject to all the provisions of IC 13-1-2[IC
13-1wasrepealed by P.L.1-1996, SECTION 99, effective
July 1, 1996.] , now or hereafter in effect, and to al rules,
regulations, and orders of the board.

(b) No license issued or granted under 410 IAC 5-3
and no right to possess or utilize radioactive material
granted by any license issued pursuant to 410 IAC 5-3
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shall betransferred, assigned, or in any manner disposed
of, either voluntarily or involuntarily, directly or indi-
rectly, through transfer of control of any license to any
person unlesstheboard shall, after securing full informa-
tion find that the transfer is in accordance with the
provisionsof IC 13-1-2[1C 13-1 wasrepealed by P.L.1-
1996, SECTION 99, effective July 1, 1996.], and shall
giveits consent in writing.

(c) Each person licensed by the board pursuant to 410
IAC 5-3 shall confine his use and possession of the
material licensed to the locations and purposes autho-
rizedinthelicense. (Indiana Sate Department of Health;
Rule HRH-2,PT C,Sec C.31; filed May 26, 1978, 3:30
pm: 1 IR 162; filed Feb 29, 1984, 10:10 am: 7 IR 875;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-3-16 Expiration of licenses
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 16. Except as provided in 410 IAC 5-3-17(b),
each specific license shall expire at the end of the
specified day in the month and year stated therein.
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.32; filed May 26, 1978, 3:30 pm: 1 IR 163; filed
Feb 29, 1984, 10:10 am: 7 IR 875; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-3-17 Renewal of licenses
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 17. (a) Applications for renewal of specific
licenses shall befiled in accordancewith 410 IAC 5-3-9.

(b) In any case in which a licensee, not less than 30
days prior to expiration of his existing license, hasfiled
an application in proper form for renewal or for a new
license authorizing the same activities, such existing
license shall not expire until fina action by the board.
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.33; filed May 26, 1978, 3:30 pm: 1 1R 163; filed
Feb 29, 1984, 10:10 am: 7 IR 875; readopted filed Jul
11, 2001, 2:23 p.m.;: 24 IR 4234)

410 | AC 5-3-18 Amendment of licenses
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 18. Applicationsfor amendment of alicense shall
be filed in accordance with 410 IAC 5-3-9 and shall
specify the respects in which the licensee desires the
license to be amended and the grounds for such amend-
ment. (Indiana State Department of Health; Rule HRH-
2,PT C,Sec C.34; filed May 26, 1978, 3:30 pm: 1 IR 163;
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filed Feb 29, 1984, 10:10 am: 7 IR 875; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-3-19 Criteriafor renewal or amendment

of licenses
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 19. In considering an application by alicenseeto
renew or amend his license, the board will apply the
criteriaset forthin4101AC5-3-10,4101AC5-3-11, 410
IAC 5-3-12, or 410 IAC 5-3-13, as applicable. (Indiana
Sate Department of Health; Rule HRH-2,PT C,Sec
C.35; filed May 26, 1978, 3:30 pm: 1 IR 163; filed Feb
29, 1984, 10:10 am: 7 IR 875; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-3-20 United Statesnuclear regulatory
commission license; expiration
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 20. Persons Possessing a License for Source,
Byproduct or Specia Nuclear Material in QuantitiesNot
Sufficient to Form A Critical Mass on Effective Date of
4101ACS5. Any person who, on the effective date of 410
IAC 5, possesses ageneral or specific licensefor source,
byproduct, or special nuclear material in quantities not
sufficient to form a critical mass, issued by the U.S.
Nuclear Regulatory Commission, shall be deemed to
possess a like license issued under 410 IAC5-3and IC
13-1-2[IC 13-1 wasrepealed by P.L.1-1996, SECTION
99, effective July 1, 1996.], such license to expire either
90 days after receipt from the board of a notice of
expiration of such license, or on the date of expiration
specified in the U.S. Nuclear Regulatory Commission
license, whichever is earlier. (Indiana Sate Department
of Health; Rule HRH-2,PT C,Sec C.36; filed May 26,
1978, 3:30 pm: 1 IR 163; filed Feb 29, 1984, 10:10 am:
7 IR875; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

4101AC5-3-21Naturally-occurring and
acceler ator -produced radioactive

material; expiration of license
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 21. Persons Possessing Naturally-Occurring and
Accelerator-Produced Radioactive Material (NARM) on
Effective Date of 410 IAC 5. Any person who, on the
effectivedate of 4101AC5, possesses NARM for which
aspecific licenseisrequired by IC 13-1-2 [IC 13-1 was
repealed by P.L.1-1996, SECTION 99, effective July 1,
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1996.] or 410 IAC 5-3 shall be deemed to possess such
alicenseissued under IC 13-1-2 [I1C 13-1 was repealed
by P.L.1-1996, SECTION 99, effective July 1, 1996.] and
410 1AC 5-3. Such license shall expire 90 days after the
effective date of 410 IAC 5; provided, however, that if
within the 90 days the person possessing such material
files an application in proper form for a license, such
existing license shall not expire until the application has
been finaly determined by the board. (Indiana Sate
Department of Health; RuleHRH-2,PT C,Sec C.37; filed
May 26, 1978, 3:30 pm: 1 IR 163; filed Feb 29, 1984,
10:10 am: 7 IR 875; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 |AC 5-3-22 Transfer of material
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 22. (@) No licensee shal transfer radioactive
material except as authorized pursuant to 410 IAC 5-3-
22(c).

(b) Except as otherwise provided in his license and
subject to the provisions of 410 IAC 5-3-22(c) and (d),
any licensee may transfer radioactive material:

(1) To the board;™

(2) To the U.S. Department of Energy;

(3) To any person exempt from 410 IAC 5-3 to the

extent permitted under such exemption;

(4) To any person authorized to receive such material

under terms of a general license or its equivalent, or a

specific license or equivalent licensing document,

issued by the board, the U.S. Nuclear Regulatory

Commission, any agreement stateor any licensing state

or to any person otherwise authorized to receive such

material by the federal government or any agency
thereof, the board, an agreement state or a licensing
state; or

(5) As otherwise authorized by the board in writing.

¥ A licensee may transfer material to the board only
after receiving prior approval from the board.

(c) Before transferring radioactive material to a spe-
cific licensee of the board, the U.S. Nuclear Regulatory
Commission, an agreement state or alicensing state, or to
a general licensee who is required to register with the
board, the U.S. Nuclear Regulatory Commission, an
agreement state or alicensing state prior to receipt of the
radioactivematerial, thelicenseetransferringthematerial
shall verify that thetransferree's[sic.] licenseauthorizes
the receipt of the type, form, and quantity of radioactive
meaterial to be transferred.

(d) Any of the following methods for the verification
required by 410 IAC 5-3-22(c) is acceptable:

(1) Thetransferor may possessand read a current copy

4101AC5-3-23

of the transferee's specific license or registration
certificate;
(2) The transferor may possess a written certification
that the transferee is authorized by license or registra-
tion certificatetoreceivethetype, formand quantity of
radioactive material to be transferred, specifying the
license or registration certificate number, issuing
agency, and expiration date;
(3) For emergency shipmentsthetransferor may accept
oral certification by thetransfereethat thetransfereeis
authorized by license or registration certificate to
receive the type, form and quantity of radioactive
material to be transferred, specifying the license or
registration certificate number, issuing agency and
expiration date; provided, that the oral certification is
confirmed in writing within 10 days;
(4) The transferor may obtain other information
compiled by areporting service from official records
of the board, the U.S. Nuclear Regulatory Commis-
sion, an agreement state or alicensing state regarding
the identity of licensees and the scope and expiration
dates of licenses and registration; or
(5) When none of the methods of verification de-
scribed in 410 1AC 5-3-22(d)(1) to (4) are readily
available or when a transferor desires to verify that
information received by one of such methodsiscorrect
or up-to-date, the transferor may obtain and record
confirmation fromtheboard, the U.S. Nuclear Regula-
tory Commission, or an agreement state or alicensing
state that the transferee is licensed to receive the
radioactive material.

(e) Shipment and transport of radioactivematerial shall
bein accordance with the provisions of 410 IAC 5-3-25.
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.40; filed May 26, 1978, 3:30 pm: 1 1R 163; filed
Feb 29, 1984, 10:10 am: 7 IR 876; readopted filed Jul
11, 2001, 2:23 p.m.;: 24 IR 4234)

410 1AC 5-3-23 Modification of licensetermsand
condition; suspension or revoca-

tion of license
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 23. (a) The terms and conditions of all licenses
shall be subject to amendment, revision, or modification
or the license may be suspended or revoked by reason of
amendments to IC 13-1-2 [IC 13-1 was repealed by
P.L.1-1996, SECTION 99, effective July 1, 1996.], or by
reason of rules, regulations, and orders issued by the
board.

(b) Any license may be revoked, suspended, or modi-
fied, in whole or in part, for any material false statement
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in the application or any statement of fact required under
provisionsof IC 13-1-2[1C 13-1 wasrepealed by P.L.1-
1996, SECTION 99, effective July 1, 1996.], or because
of conditions revealed by such application or statement
of fact or any report, record, or inspection or other means
which would warrant the board to refuse to grant a
license on an original application, or for violation of, or
failure to observe any of the terms and conditions of 1C
13-1-2[IC 13-1 wasrepealed by P.L.1-1996, SECTION
99, effective July 1, 1996.], or of the license, or of any
rule, regulation, or order of the board.

(c) Except in cases of willfulness or thosein which the
public health, interest or safety requires otherwise, no
license shall be modified, suspended, or revoked unless,
prior to the institution of proceedings therefore, facts or
conduct which may warrant such action shall have been
called to the attention of the licensee in writing and the
licensee shall have been accorded an opportunity to
demonstrate or achieve compliance with al lawful
reguirements.

(d) The board may terminate a specific license upon
request submitted by the licensee to the board in writing.
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.50; filed May 26, 1978, 3:30 pm: 1 1R 164; filed
Feb 29, 1984, 10:10 am: 7 IR 877; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 IAC 5-3-24 Reciprocal licensure
Authority: |1C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 24. () Licenses of Byproduct, Source, and
Specia Nuclear Material in Quantities Not Sufficient to
Form a Critical Mass.

(1) Subject to 410 IAC 5, any person who holds a

specific license from the U.S. Nuclear Regulatory

Commission or any agreement state, and issued by the

agency having jurisdiction where the licensee main-

tainsan officefor directing the licensed activity and at
which radiation safety records are normally main-
tained, is hereby granted a general license to conduct
the activities authorized in such licensing document
within this state for a period not in excess of 180 days
in any calendar year provided that:
(i) Thelicensing document does not limit the activity
authorized by such document to specified installa-
tions or locations;
(ii) The out-of-state licensee notifies the board in
writing at least 3 days prior to engaging in such
activity. Such notification shall indicatethelocation,
period, and type of proposed possession and use
within the state, and shall be accompanied by acopy
of the pertinent licensing document. If, for aspecific
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case, the [sic.] day period would impose an undue
hardship on the out-of-state licensee, the licensee
may, upon application to the board, obtain permis-
sion to proceed sooner. The board may waive the
requirement for filing additional written notifications
during the remainder of the calendar year following
the receipt of the initial notification from a person
engaging in activities under the general license
provided in 410 IAC 5-3-24(a)(1);
(iii) The out-of-state licensee complies with all
applicable rules of the board and with all the terms
and conditionsof thelicensing document, except any
suchtermsand conditionswhich may beinconsistent
with applicable rules of the board;
(iv) The out-of-state licensee supplies such other
information as the board may request; and
(v) The out-of-state licensee shall not transfer or
dispose of radioactive material possessed or used
under the general license provided in 410 IAC 5-3-
24(a)(1) except by transfer to a person:
(A) Specificaly licensed by the board or by the
U.S. Nuclear Regulatory Commission to receive
such material, or
(B) Exempt from the requirementsfor alicensefor
such material under 410 IAC 5-3-4(a).
(2) Notwithstanding the provisions of 410 IAC 5-3-
24(a)(1), any person who holds a specific license
issued by the U.S. Nuclear Regulatory Commission
or an agreement state authorizing the holder to
manufacture, transfer, install, or service a device
described in 410 IAC 5-3-7(d)(1) within areas
subject to the jurisdiction of the licensing body is
hereby granted a general license to install, transfer,
demonstrate, or service such a device in Indiana
provided that:
(i) Such person shall file a report with the board
within 30 days after the end of each calendar quarter
in which any device is transferred to or installed in
Indiana. Each such report shall identify each general
licenseeto whom such deviceistransferred by name
and address, the type of device transferred, and the
quantity and type of radioactive material contained
in the device;
(if) The device has been manufactured, labeled,
installed, and serviced in accordancewith applicable
provisions of the specific license issued to such
person by the U.S. Nuclear Regulatory Commission
or an agreement state;
(iii) Such person shall assurethat any labelsrequired
to be affixed to the device under regulations of the
authority which licensed manufacture of the device
bear astatement that “ Removal of thislabel isprohib-
ited”; and
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(iv) Theholder of the specificlicenseshall furnishto
each general licensee to whom he transfers such
device or on whose premises he installs such device
acopy of the general license contained in 410 IAC
5-3-7(d).
(3) The board may withdraw, limit, or qualify its
acceptance of any specific license or equivalent
licensingdocument issued by theU.S. Nuclear Regula-
tory Commission or an agreement state, or any product
distributed pursuant to such licensing document, upon
determining that such action is necessary in order to
prevent undue hazard to public health and safety or
property.
(b) Licenses of Naturally-Occurring and Accelerator-

Produced Radioactive Material.

(1) Subject to 410 IAC 5, any person who holds a
specific license from alicensing state, and issued by
the agency having jurisdiction where the licensee
maintains an office for directing the licensed activity
and at which radiation safety records are normally
maintained, is hereby granted a general license to
conduct the activities authorized in such licensing
document within Indianafor a period not in excess of
180 daysin any calendar year provided that:
() Thelicensing document doesnot limit the activity
authorized by such document to specified installa-
tions or locations;
(if) The out-of-state licensee notifies the board in
writing at least 3 days prior to engaging in such
activity. Such notification shall indicatethelocation,
period and type of proposed possession and use
within the state, and shall be accompanied by a copy
of the pertinent licensing document. If, for aspecific
case, the 3 day period would impose an undue
hardship on the out-of-state licensee, the licensee
may, upon application to the board, obtain permis-
sion to proceed sooner. The board may waive the
requirement for filing additional written notifications
during the remainder of the calendar year following
the receipt of the initial notification from a person
engaging in activities under the general license
provided in 410 IAC 5-3-24(b)(1);
(iii) The out-of-state licensee complies with al
applicable rules of the board and with all the terms
and conditionsof thelicensing document, except any
such termsand conditionswhich may beinconsi stent
with applicable rules of the board;
(iv) The out-of-state licensee supplies such other
information as the board may request; and
(v) The out-of-state licensee shall not transfer or
dispose of radioactive material possessed or used
under the general license provided in 410 IAC 5-3-
24(b)(1) except by transfer to a person:
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(A) Specificaly licensed by the board or by an-
other licensing state to receive such material, or
(B) Exempt fromthe requirementsfor alicensefor
such material under 410 IAC 5-3-4.
(2) Notwithstanding the provisions of 410 IAC 5-3-
24(b)(1), any person who holds a specific license
issued by a licensing state authorizing the holder to
manufacture, transfer, install, or service a device
described in 410 IAC 5-3-7(d)(1) within areas subject
to the jurisdiction of the licensing body is hereby
granted a genera license to install, transfer, demon-
strate or service such adevicein Indianaprovided that:
(i) Such person shall file a report with the board
within 30 days after the end of each calendar quarter
in which any deviceistransferred to or installed in
Indiana. Each such report shall identify each genera
licenseeto whom such deviceistransferred by name
and address, the type of device transferred, and the
guantity and type of radioactive material contained
in the device;
(ii) The device has been manufactured, labeled,
installed, and serviced in accordancewith applicable
provisions of the specific license issued to such
person by alicensing state;
(iii) Such person shall assurethat any labelsrequired
to be affixed to the device under regulations of the
authority which licensed manufacture of the device
bear astatement that “ Removal of thislabel isprohib-
ited”; and
(iv) Theholder of thespecificlicenseshall furnishto
each general licensee to whom he transfers such
device or on whose premises he installs such device
acopy of the general license contained in 410 IAC
5-3-7(d).
(3) The board may withdraw, limit, or qualify its
acceptance of any specific license or equivalent
licensing document issued by a licensing state or any
product distributed pursuant to such licensing docu-
ment, upon determining that such action is necessary
in order to prevent undue hazard to public health and
safety or property.
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.90; filed May 26, 1978, 3:30 pm: 1 1R 164; filed
Feb 29, 1984, 10:10 am: 7 IR 877; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-3-25 Transportation of radioactive mate-
rials
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 25. No person shall deliver radioactive material to
a carrier for transport or transport radioactive material
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except as authorized in a genera or specific license
issued by the board or as exempted in 410 IAC 5-3-25.1.
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Sec C.100; filed May 26, 1978, 3:30 pm: 1 IR 166;
filed Feb 29, 1984, 10:10 am: 7 IR 879; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-3-25.1 Exemption of transporters
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 25.1. (@) Common, contract and private carriers,
freight forwarders, and warehousemen who are subject to
the requirements of the U.S. Department of Transporta-
tion in 49 CFR 170 through 189 or the U.S. Postal
Service in the Postal Service Manua (Domestic Mail
Manual), Section 124.3 incorporated by reference, 39
CFR 111.11 (1974), are exempt from 410 IAC 5 to the
extent that they transport or store radioactive material in
theregular course of their carriage for another or storage
incident thereto. Common, contract and private carriers
who are not subject to the requirements of the U.S.
Department of Transportation or U.S. Postal Serviceare
subject to 410 IAC 5-3-25 and other applicable sections
of 410 1ACS.

(b) Any licenseeisexempt from4101AC5-3-25tothe
extent that he deliversto acarrier for transport packages
each of which contains radioactive material having a
specific activity less than, or equal to, 0.002 microcurie
per gram.

(c) Any licensee who delivers radioactive material to
acarrier for transport, where such transport is subject to
theregulationsof theU.S. Postal Service, isexempt from
theprovisionsof 4101AC 5-3-25. (Indiana State Depart-
ment of Health; 410 IAC 5-3-25.1; filed Feb 29, 1984,
10:10 am: 7 IR 879; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 |AC 5-3-25.2 General licensesfor carriers
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 25.2. (a) A general licenseis hereby issued to any
common or contract carrier not exempt under 4101AC 5-
3-25.1 to receive, possess, transport, and store radioac-
tive material in the regular course of their carriage for
another or storageincident thereto, provided thetranspor-
tation and storage is in accordance with the applicable
reguirements, appropriate to the mode of transport, of the
U.S. Department of Transportation insofar as such
requirements relate to the loading and storage of pack-
ages, placarding of thetransporting vehicle, and incident
reporting.*¥
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(b) A general license is hereby issued to any private
carrier to transport radioactive material, provided the
transportation is in accordance with the applicable
requirements, appropriateto themode of transport, of the
U.S. Department of Transportation insofar as such
requirements relate to the loading and storage of pack-
ages, placarding of thetransporting vehicle, and incident
reporting.*¥

¥ Any notification of incidents referred to in those
U.S. Department of Transportation requirementsshall be
filed with, or made to, the board.

(c) Personswho transport radi oactivematerial pursuant
to the general licensesin 410 IAC 5-3-25.2(a) or (b) are
exempt from the requirements of 410 IAC 5-4 and 410
IAC 5-10 to the extent that they transport radioactive
material. (Indiana State Department of Health; 410 1AC
5-3-25.2; filed Feb 29, 1984, 10:10 am: 7 IR 879;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-3-25.3 General licenses for delivery of

materialsto carriers
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 25.3. A generadl licenseis hereby issued to deliver
radioactive material to acarrier™ for transport provided
that:

(a) Thelicensee complies with the applicable require-
ments, appropriate to the mode of transport, of the U.S.
Department of Transportation insofar as such require-
mentsrelateto the packaging of radioactivematerial, and
to the monitoring, marking, and labeling of those pack-
ages;

(b) The licensee has established procedures for safely
opening and closing packages in which radioactive
material is transported and to assure that, prior to the
delivery to a carrier for transport, each package is
properly closed for transport; and

(c) Prior to delivery of a package to a carrier for
transport, the licensee shall assure that any special
instructions needed to saf ey open the package are sent to
or have been made available to the consignee.

% For the purpose of 410 IAC 5, a licensee who
transports his own licensed material as a private carrier
is considered to have delivered such material to acarrier
for transport. (Indiana State Department of Health; 410
IAC 5-3-25.3; filed Feb 29, 1984, 10:10 am: 7 IR 880;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-3-25.4 Advance notice of transport of
nuclear waste
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35
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Sec. 25.4. (a) Prior to the transport of any nuclear
waste outside of the confines of the licensee's facility or
other place of use or storage, or prior to the delivery of
any nuclear wasteto acarrier for transport, each licensee
shall provide advancenatification of suchtransport tothe
governor, or governor's designee, ™ of each state through
which the waste will be transported. For the purpose of
410 IAC 5-3-25.4 “nuclear waste” means any large
guantity of source, byproduct, or special nuclear material
required to bein Type B packaging while transported to,
through, or across state boundaries to a disposal site, or
to acollection point for transport to a disposal site.

¥ A list of the mailing addresses of the governors and
governor's designees is available upon request from the
Director, Officeof StatePrograms, U.S. Nuclear Regula-
tory Commission, Washington, D.C. 20555.

(b) Each advance notification required by 410 IAC 5-
3-25.4 shall contain the following information:

(1) the name, address, and telephone number of the

shipper, carrier, and receiver of the shipment;

(2) adescription of the nuclear waste contained in the

shipment as required by the regulations of the U.S.

Department of Transportation, 49 CFR 172.202 and

172.203(d);

(3) the point of origin of the shipment and the 7-day

period during which departure of the shipment is

estimated to occur;

(4) the 7-day period during which arrival of the ship-

ment at state boundariesis estimated to occur;

(5) the destination of the shipment, and the 7-day

period during which arrival of the shipment is esti-

mated to occur; and

(6) a point of contact with a telephone number for

current shipment information.

(c) Thenoetificationrequired by 4101AC 5-3-25.4 shall
be made in writing to the office of each appropriate
governor or governor's designee and to the board. A
notification delivered by mail must be postmarked at
least 7 days before the beginning of the 7-day period
during which departure of the shipment is estimated to
occur. A notification delivered by messenger must reach
the office of thegovernor, or governor'sdesignee, at | east
4 days before the beginning of the 7-day period during
which departure of the shipment is estimated to occur. A
copy of the natification shall be retained by the licensee
for 1 year.

(d) Thelicenseeshall notify each appropriategovernor,
or governor's designee, and the board of any changes to
schedule information provided pursuant to 410 IAC 5-3-
25.4. Such notification shall be by telephoneto arespon-
sible individual in the office of the governor, or gover-
nor's designee, of the appropriate state or states. The
licensee shall maintain for 1 year arecord of the name of

4101AC5-3-26

theindividua contacted.

(e) Each licensee who cancels a nuclear waste ship-
ment, for which advance notification has been sent, shall
send a cancellation notice to the governor, or governor's
designee, of each appropriate state and to the board. A
copy of thisnotice shall beretained by the licenseefor 1
year. (Indiana Sate Department of Health; 410 IAC5-3-
25.4; filed Feb 29, 1984, 10: 10 am: 7 IR 880; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1 AC 5-3-26 Schedule of exempt concentrations
Authority: |C 16-41-35-26; IC 16-41-35-29

Affected: 1C 16-41-35
Sec. 26.
SCHEDULE A
EXEMPT CONCENTRATIONS
Column | Column Il
Gascon- Liquid and solid
Element (atomic centration  concentration
number) Isotope  uCi/mlY uCi/ml?
Antimony (51) Sb-122 3x10*
Sh-124 2x10*
Sh-125 1x10°
Argon (18) Ar-37 1x10°3
Ar-41 4x107
Arsenic (33) As73 5x1073
As-74 5x10*
As-76 2x10*
As-77 8x10™*
Barium (56) Ba-131 2x1073
Ba-140 3x10*
Beryllium (4) Be-7 2x1072
Bismuth (83) Bi-206 4x10*
Bromine (35) Br-82 4x107 3x1073
Cadmium (48) Cd-109 2x10°%
Cd-115m 3x10*
Cd-115 3x10*
Calcium (20) Ca45 9x10°
Ca-47 5x10*
Carbon (6) C14  1x10° 8x10°
Cerium (58) Ce-141 9x10*
Ce-143 4x10*
Ce-144 1x10*
Cesium (55) Cs-131 2x107
Cs-134m 6x107?
Cs134 9x10°
Chlorine (17) Cl-38 9x107 4x10°%
Chromium (24) Cr-51 2x1072
Cobalt (27) Co-57 5x10°%
Co-58 1x103
Co-60 5x10*
Copper (29) Cu-64 3x1073
Dysprosium (66) Dy-165 4x10°%
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Erbium (68)
Europium (63)
Fluorine (9)
Gadolinium (64)
Gallium (31)

Germanium (32)
Gold (79)

Hafnium (72)
Hydrogen (1)
Indium (49)

lodine (53)

Iridium (77)

Iron (26)
Krypton (36)

Lanthanum (57)
Lead (82)
Lutetium (71)
Manganese (25)

Mercury (80)

Molybdenum (42)
Neodymium (60)

Nickel (28)
Niobium
(Columbium) (41)
Osmium (76)

Palladium (46)

Phosphorus (15)
Platinum (78)

Dy-166
Er-169
Er-171
Eu-152
(T=9.2h)
Eu-155
F-18
Gd-153
Gd-159
Ga72
Ge71
Au-196
Au-198
Au-199
Hf-181
H-3
In-113m
In-114m
1-126
1-131
1-132
1-133
1-134
Ir-190
Ir-192
Ir-194
Fe-55
Fe-59
Kr-85m
Kr-85
La140
Pb-203
Lu-177
Mn-52
Mn-54
Mn-56
Hg-197m
Hg-197
Hg-203
Mo-99
Nd-147
Nd-149
Ni-65
Nb-95
Nb-97
0Os-185
0Os-191m
Os-191
0s-193
Pd-103
Pd-109
P-32
pt-191
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2x10°®

5x10®

3x10°
3x10°
8x10°%
1x10°8
2x107

1x10°®
3x10°®

4x10*
9x10*
1x103
6x10*

2x10°%
8x10°
2x10°%
8x10*
4x10*
2x107?
2x10°%
5x10*
2x10°%
7x10*
3x1072
1x107?
2x10*
2x10°
2x10°
6x10*
7x10°
1x103
2x10°%
4x10*
3x10*
8x10°
6x10*

2x10*
4x10°%
1x103
3x10*
1x103
1x10°
2x10°
3x10°%
2x10*
2x10°%
6x10*
3x10°%
1x103
1x10°
9x10°
7x10*
3x107?
2x10°%
6x10*
3x10°%
9x10*
2x10*
1x103

Potassium (19)
Praseodymium (59)

Promethium (61)

Rhenium (75)

Rhodium (45)

Rubidium (37)
Ruthenium (44)

Samarium (62)
Scandium (21)

Selenium (34)
Silicon (14)
Silver (47)

Sodium (11)
Strontium (38)

Sulfur (16)
Tantalum (73)
Technetium (43)

Tellurium (52)

Terbium (65)
Thallium (81)

Thulium (69)
Tin (50)

Tungsten
(Wolfram) (74)

Pt-193m
Pt-197m
Pt-197
K-42
Pr-142
Pr-143
Pm-147
Pm-149
Re-183
Re-186
Re-188

Rh-103m

Rh-105
Rb-86
Ru-97

Ru-103

Ru-105

Ru-106

Sm-153
Sc-46
Sc-47
Sc-48
Se-75
Si-31

Ag-105

Ag-110m

Ag-111
Na-24
Sr-85
Sr-89
Sr-91
Sr-92

S35

Ta182

Tc-96m
Tc-96

Te-125m
Te-127m
Te-127
Te-129m
Te-131m

Te-132

Th-160
TI-200
TI-201
TI-202
TI-204

Tm-170

Tm-171

Sn-113

Sn-125

W-181

W-187

9x10®

1x10?
1x102
1x103
3x10°%
3x10*
5x10*
2x10°
4x10*
6x10°
9x10*
6x10*
1x10*
1x103
7x10*
4x10°
8x10*
1x103
1x10*
8x10*
4x10*
9x10*
3x10*
3x10°
9x10°3
1x103
3x10*
4x10*
2x10°%
1x103
1x10*
7x10*
7x10*
6x10*
4x10*
1x10?
1x10°
2x10°
6x10*
3x10°
3x10*
6x10*
3x10*
4x10*
4x10°%
3x10°
1x10°
1x103
5x10*
5x10°%
9x10*
2x10*
4x10°%
7x10*

394
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Vanadium (23) V-48 3x10* Sec. 27.
Xenon (54) Xe-131m  4x10° SCHEDULEB

Xe-133 3x10°
Xe135  1x10°

Ytterbium (70) Yb-175 1x10°3
Yttrium (39) Y-90 2x10*
Y-91m 3x107?

Y-91 3x10*

Y-92 6x10*

Y-93 3x10*

Zinc (30) Zn-65 1x10°3
Zn-69m 7x10*

Zn-69 2x107?

Zirconium (40) Zr-95 6x10*
Zr-97 2x10*

Beta and/or gamma

emitting radioactive

material not listed

above with half-life

of less than 3 years. 1x1071° 1x10®
YWalues are given in Column | only for those materials nor-
mally used as gases.

ICi/g are for solids.

NOTE 1. Many radioisotopes transform into isotopes
which are also radioactive. In expressing the concentra-
tions in Schedule A, the activity stated is that of the
parent isotope and takes into account the daughters.
NOTE 2: For purposes of 410 IAC 5-3-4 where thereis
involved a combination of isotopes, the limit for the
combination should be derived asfollows. Determinefor
eachisotopein the product theratio between theradioac-
tivity concentration present inthe product and theexempt
radioactivity concentration establishedin ScheduleA for
the specificisotopewhen not in combination. The sum of
such ratios may not exceed “1”.

EXAMPLE:

Concentration of Isotope A in Product +
Exempt concentration of Isotope A

Concentration of 1sotope B in Product <1
Exempt concentration of |1sotope B

NOTE 3. To convert pCi/ml to Sl units of
megabecquerelsper liter multiply theabovevaluesby 37.
EXAMPLE: Zirconium (40) Zr-97 (2x10* pCi/ml
multiplied by 37 is equivalent to 74x10* MB/q/).
(Indiana Sate Department of Health; Rule HRH-2,PT
C,Schedule A; filed May 26, 1978, 3:30 pm: 1 IR 168;
filed Feb 29, 1984, 10:10 am: 7 IR 881; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 I|AC 5-3-27 Schedule of exempt quantities
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

EXEMPT QUANTITIES

410 1AC5-3-27

Radioactive Material Microcuries
Antimony-122 (Sb 122) 100
Antimony-124 (Sb 124) 10
Antimony-125 (Sb 125) 10
Arsenic-73 (As 73) 100
Arsenic-74 (As 74) 10
Arsenic-76 (As 76) 10
Arsenic-77 (As 77) 100
Barium-131 (Ba 131) 10
Barium-133 (Ba 133) 10
Barium-140 (Ba 140) 10
Bismuth-210 (Bi 210) 1
Bromine-82 (Br 82) 10
Cadmium-109 (Cd 109) 10
Cadmium-115m (Cd 115m) 10
Cadmium-115 (Cd 115) 100
Calcium-45 (Ca 45) 10
Cacium-47 (Ca47) 10
Carbon-14 (C 14) 100
Cerium-141 (Ce 141) 100
Cerium-143 (Ce 143) 100
Cerium-144 (Ce 144) 1
Cesium-129 (Cs 129) 100
Cesium-131 (Cs 131) 1,000
Cesium-134m (Cs 134m) 100
Cesium-134 (Cs 134) 1
Cesium-135 (Cs 135) 10
Cesium-136 (Cs 136) 10
Cesium-137 (Cs 137) 10
Chlorine-36 (Cl 36) 10
Chlorine-38 (Cl 38) 10
Chromium-51 (Cr 51) 1,000
Cobalt-57 (Co 57) 100
Cobalt-58m (Co 58m) 10
Cobalt-58 (Co 58) 10
Cobalt-60 (Co 60) 1
Copper-64 (Cu 64) 100
Dysprosium-165 (Dy 165) 10
Dysprosium-166 (Dy 166) 100
Erbium-169 (Er 169) 100
Erbium-171 (Er 171) 100
Europium-152 (Eu 152) 9.2h 100
Europium-152 (Eu 152) 13 yr 1
Europium-154 (Eu 154) 1
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Europium-155 (Eu 155)

Flourine-18 [sic., Fluorine] (F 18)

Gadolinium-153 (Gd 153)
Gadolinium-159 (Gd 159)
Gallium-67 (Ga 67)
Gallium-72 (Ga72)
Germanium-68 (Ge 68)
Germanium-71 (Ge 71)
Gold-195 (Au 195)
Gold-198 (Au 198)
Gold-199 (Au 199)
Hafnium-181 (Hf 181)
Holmium-166 (Ho 166)
Hydrogen-3 (H 3)
Indium-111 (In 111)
Indium-113m (In 113m)
Indium-114m (In 114m)
Indium-115m (In 115m)
Indium-115 (In 115)
lodine-123 (I 123)
lodine-125 (I 125)
lodine-126 (I 126)
lodine-129 (I 129)
lodine-131 (I 131)
lodine-132 (I 132)
lodine-133 (I 133)
lodine-134 (I 134)
lodine-135 (I 135)
Iridium-192 (Ir 192)
Iridium-194 (Ir 194)
Iron-52 (Fe 52)

Iron-55 (Fe 55)

Iron-59 (Fe 59)
Krypton-85 (Kr 85)
Krypton-87 (Kr 87)
Lanthanum-140 (La 140)
Lutetium-177 (Lu 177)
Manganese-52 (Mn 52)
Manganese-54 (Mn 54)
Manganese-56 (Mn 56)
Mercury-197m (Hg 197m)
Mercury-197 (Hg 197)
Mercury-203 (Hg 203)
Molybdenum-99 (Mo 99)
Neodymium-147 (Nd 147)
Neodymium-149 (Nd 149)
Nickel-59 (Ni 59)

10
1,000
10
100
100
10
100
100
100
100
100
10
100
1,000
100
100
10
100
10
100

[N

10

10
10
10
100
10
100
10
100
10
10
100
10
10
10
100
100
10
100
100
100
100
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Nickel-63 (Ni 63)
Nickel-65 (Ni 65)
Niobium-93m (Nb 93m)
Niobium-95 (Nb 95)
Niobium-97 (Nb 97)
Osmium-185 (Os 185)
Osmium-191m (Os 191m)
Osmium-191 (Os 191)
Osmium-193 (Os 193)
Palladium-103 (Pd 103)
Palladium-109 (Pd 109)
Phosphorus-32 (P 32)
Platinum-191 (Pt 191)
Platinum-193m (Pt 193m)
Platinum-193 (Pt 193)
Platinum-197m (Pt 197m)
Platinum-197 (Pt 197)
Polonium-210 (Po 210)
Potassium-42 (K 42)
Potassium-43 (K 43)
Praseodymium-142 (Pr 142)
Praseodymium-143 (Pr 142)
Promethium-147 (Pm 147)
Promethium-149 (Pm 149)
Radium-226 (Ra 226)
Rhenium-186 (Re 186)
Rhenium-188 (Re 188)
Rhodium-103m (Rh 103m)
Rhodium-105 (Rh 105)
Rubidium-81 (Rb 81)
Rubidium-86 (Rb 86)
Rubidium-87 (Rb 87)
Ruthenium-97 (Ru 97)
Ruthenium-103 (Ru 103)
Ruthenium-105 (Ru 105)
Ruthenium-106 (Ru 106)
Samarium-151 (Sm 151)
Samarium-153 (Sm 153)
Scandium-46 (Sc 46)
Scandium-47 (Sc 47)
Scandium-48 (Sc 48)
Selenium-75 (Se 75)
Silicon-31 (Si 31)
Silver-105 (Ag 105)
Silver-110m (Ag 110m)
Silver-111 (Ag 111)
Sodium-22 (Na 22)

396

10
100
10
10
10
10
100
100
100
100
100
10
100
100
100
100
100
0.1
10
10
100
100
10
10

100
100
100
100
10
10
10
100
10
10

10
100
10
100
10
10
100
10

100
10
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Sodium-24 (Na 24)
Strontium-85 (Sr 85)
Strontium-89 (Sr 89)
Strontium-90 (Sr 90)
Strontium-91 (Sr 91)
Strontium-92 (Sr 92)
Sulphur-35 (S 35)
Tantalum-182 (Ta 182)
Technetium-96 (Tc 96)

Technetium-97m (Tc 97m)

Technetium-97 (Tc 97)

Technetium-99m (Tc 99m)

Technetium-99 (Tc 99)

Tellurium-125m (Te 125m)
Tellurium-127m (Te 127m)

Tellurium-127 (Te 127)

Tellurium-129m (Te 129m)

Tellurium-129 (Te 129)

Tellurium-131m (Te 131m)

Tellurium-132 (Te 132)
Terbium-160 (Th 160)
Thallium-200 (TI 200)
Thallium-201 (Tl 201)
Thallium-202 (Tl 202)
Thallium-204 (Tl 204)
Thulium-170 (Tm 170)
Thulium-171 (Tm 171)
Tin-113 (Sn 113)
Tin-125 (Sn 125)
Tungsten-181 (W 181)
Tungsten-185 (W 185)
Tungsten-187 (W 187)
Vanadium-48 (V 48)
Xenon-131m (Xe 131m)
Xenon-133 (Xe 133)
Xenon-135 (Xe 135)

Y tterbium-175 (Yb 175)
Yttrium-87 (Y 87)
Yttrium-88 (Y 88)
Yttrium-90 (Y 90)
Yttrium-91 (Y 91)
Yttrium-92 (Y 92)
Yttrium-93 (Y 93)
Zinc-65 (Zn 65)
Zinc-69m (Zn 69m)
Zinc-69 (Zn 69)
Zirconium-93 (Zr 93)
Zirconium-95 (Zr 95)

INDIANA STATE DEPARTMENT OF HEALTH

10
10

0.1
10
10

100
10
10

100

100

100
10
10
10

100
10

100
10
10
10

100

100

100
10
10
10
10
10
10
10

100
10

1,000

100

100

100
10
10
10
10

100

100
10

100

1,000
10
10
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Zirconium-97 (Zr 97) 10
Any radioactive material not listed 0.1
above other than alpha emitting radio-

active material

NOTE 1: For purposesof 4101 AC 5-3-10(f)(21)(ii) where

thereisinvolved a combination of isotopes, the limit for

the combination should be derived as follows:
Determine the amount of each isotope possessed and
1,000 times the amount in Schedule B for each of
those isotopes when not in combination. The sum of
the ratios of those quantities may not exceed 1.

EXAMPLE:

Amt. of Isotope A possessed + Amnt. of Isotope B Possessed <1

1000 x Schedule B quantity 1000 x Schedule B quantity
for Isotope A for Isotope B

NOTE 2: To convert microcuries (UCi) to Sl units of
kilobecquerds (kBq), multiply the above values by 37.
EXAMPLE: Zirconium-97 (10uCi mulitiplied [sic.] by 37
is equivalent to 370 kBq). (Indiana State Department of
Health; Rule HRH-2,PT C,Schedule B; filed May 26, 1978,
3:30pm: 11R 168; filed Feb 29, 1984, 10: 10 am: 7 IR 883;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1 AC 5-3-28 Schedule of medical use groups
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 28. Schedule C

Group I. Use of prepared radiopharmaceuticals for
certain diagnostic studies involving measurements of
uptake, dilution and excretion (does not include uses
involving imaging and tumor localizations)

(1) Chromium-51 as sodium chromate or labeled

human serum albumin.

(2) Cobalt-57 as labeled cyanocobalamin.

(3) Cobalt-58 as |abeled cyanocobalamin.

(4) Cobalt-60 as labeled cyanocobalamin.

(5) lodine-123 as sodium iodide.

(6) lodine-125 as sodium iodide, iodinated human

serum albumin, oleic acid, or sodium iothalamate.

(7) lodine-131 as sodium iodide, iodinated human

serumalbumin, labeled rosebengal, triolein, or sodium

iodohippurate.

(8) Iron-59 as citrate.

(9) Potassium-42 as chloride.

(10) Sodium-24 as chloride.

(11) Technetium-99m as pertechnetate.

(12) Any radioactivematerial in aradiopharmaceutical

and for a diagnostic use involving measurements of

uptake, dilution or excretion for which a “Notice of

Claimed Investigational Exemption for a New Drug”

(IND) or a“New Drug Application” (NDA) has been

accepted by the Food and Drug Administration (FDA).
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Group 1. Use of prepared radiopharmaceuticals for (xi) oxidronate sodium.
diagnostic studiesinvolvingimaging and tumor |ocaliza- (4) Tin-113/indium-113m generatorsfor the elution of
tions indium-113m as chloride.

(1) Chromium-51 as human serum albumin.
(2) Fluorine-18 in solution.
(3) Gallium-67 as citrate.
(4) Gold-198 in colloidal form.
(5) Indium-113m as chloride.
(6) lodine-123 as sodium iodide.
(7) lodine-125 as sodium iodide or fibrinogen.
(8) lodine-131 as sodium iodide, iodinated human
serum albumin, macroaggregated iodinated human
serum albumin, colloidal (microaggregated) iodinated
human serum albumin, rose bengal, or sodium
iodohippurate.
(9) Mercury-197 as chlormerodrin.
(10) Mercury-203 as chlormerodrin.
(11) Selenium-75 as selenomethionine.
(12) Strontium-85 as nitrate.
(13) Strontium-87m as chloride.
(14) Technetium-99m as pertechnetate, sulfur colloid,
or macroaggregated human serum albumin.
(15) Thallium-201 as chloride.
(16) Ytterbium-169 as pentatate sodium.
(17) Any radioactive material in aradiopharmaceutical
prepared from areagent kit listed in (3) of Group I11.
(18) Any radioactive material in aradiopharmaceutical
and for a diagnostic use involving imaging except
thosein gaseousformsfor whicha“ Notice of Claimed
Investigational Exemption for aNew Drug” (IND) or
a“New Drug Application” (NDA) has been accepted
by the Food and Drug Administration (FDA).
Group I11. Use of generators and reagent kits for the
preparation and use of radiopharmaceuticals containing
radioactive material for certain diagnostic uses
(1) Molybdenum-99/technetium-99m generators for
the elution of technetium-99m as pertechnetate.
(2) Technetium-99m as pertechnetate for use with
reagent kits for preparation and use of
radiopharmaceuticals containing technetium-99m as
provided in (3) and (6) of this group.
(3) Reagent kits for preparation of technetium-99m
labeled:

(i) sulfur colloid;

(i) pentatate sodium,;

(iii) human serum albumin microspheres,

(iv) polyphosphates;

(v) macroaggregated human serum albumin;

(vi) etidronate sodium;

(vii) stannous pyrophosphate;

(viii) human serum albumin;

(ix) medronate sodium;

(X) gluceptate sodium; and

(5) Yttrium-87/strontium-87m generators for the
elution of strontium-87m.

(6) Any generator or reagent kit for preparation and
diagnostic use of a radiopharmaceutical containing
radioactive material for which generator or reagent kit
a“Notice of Claimed Investigational Exemption for a
New Drug” (IND) has been accepted by the Food and
Drug Administration (FDA).

Group V. Use of prepared radiopharmaceuticals for

certain therapeutic uses that do not normaly require
hospitalization for purposes of radiation safety

() lodine-131 as iodide for treatment of
hyperthyroidism and cardiac dysfunction.

(2) Phosphorus-32 as soluble phosphate for treatment
of polycythemiavera, leukemia and bone metastases.
(3) Phosphorus-32 as colloidal chromic phosphate for
intracavitary treatment of malignant effusions.

(4) Any radioactive material in a radiopharmaceutical
and for a therapeutic use not normaly requiring
hospitalization for purposes of radiation safety for
whicha“Noticeof Claimed I nvestigational Exemption
for aNew Drug” (IND) or a“New Drug Application”
(NDA) has been accepted by the Food and Drug
Administration (FDA).

Group V. Use of prepared radiopharmaceuticals for

certaintherapeutic usesthat normally require hospitaliza-
tion for purposes of radiation safety

(1) Gold-198 as colloid for intracavitary treatment of
malignant effusions.

(2) lodine-131 as iodide for treatment of thyroid
carcinoma

(3) Any radioactive material in a radiopharmaceutical
and for atherapeutic use normally requiring hospital-
izationfor radiation saf ety reasonsfor whicha“Notice
of Claimed Investigational Exemption for a New
Drug” (IND) or a“New Drug Application” (NDA) has
been accepted by the Food and Drug Administration
(FDA).

Group VI. Use of sources and devices containing

radioactive material for certain medical uses

(1) Americium-241 as a sealed source in adevice for
bone mineral analysis.

(2) Cesium-137 encased in needlesand applicator cells
for topical, interstitial, and intracavitary treatment of
cancer.

(3) Cobalt-60 encased in needles and applicator cells
for topical, interstitial, and intracavitary treatment of
cancer.

(4) Gold-198 as seeds for interstitial treatment of
cancer.
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(5) lodine-125 as a sealed source in adevice for bone
mineral analysis.

(6) lodine-125 as seeds for interstitial treatment of
cancer.

(7) Iridium-192 as seeds encased in nylon ribbon for
interstitial treatment of cancer.

(8) Radon-222 as seeds for topical, interstitial, and
intracavitary treatment of cancer.

(9) Radium-226 asasealed sourcefor topical, intersti-
tial, and intracavitary treatment of cancer.

(10) Strontium-90 sealed in an applicator for treatment
of superficial eye conditions.

INDIANA STATE DEPARTMENT OF HEALTH

Cesium-134
Cesium-135
Cesium-136
Cesium-137
Chlorine-36
Chlorine-38
Chromium-51
Cobalt-57
Cobalt-58m
Cobalt-58
Cobalt-60

(Indiana Sate Department of Health; Rule HRH-2,PT
C,Schedule C; filed May 26, 1978, 3:30 pm: 1 IR 170;
filed Feb 29, 1984, 10:10 am: 7 IR 885; readopted filed

Copper-64
Dysprosium-165

Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101 AC 5-3-29 Scheduleof limitsfor broad licenses

Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Dysprosium-166
Erbium-169
Erbium-171
Europium-152 (9.2 h)
Europium-152 (13 y)

Sec. 29. Europium-154
SCHEDULE D Europium-155
LIMITS FOR BROAD LICENSES Fluorine-18
Coll Colll Gadolinium-153
Radioactive Material curies  curies Gadolinium-159
Antimony-122 1 0.01 Galli um'-72
Antimony-124 1 0.01 Germanium-71
Antimony-125 1 0.01 Gold-198
Arsenic-73 10 0.1 Gol d.- 199
Arsenic-74 1 0.01 Hafnium-181
Arsenic-76 1 0.01 Holmium-166
Arsenic-77 10 0.1 Hydrogen-3
Barium-131 10 0.1 I nd? um-113m
Barium-140 1 0.01 Indium-114m
Beryllium-7 10 0.1 I nd? um-115m
Bismuth-210 01 0001 Indium-115
Bromine-82 10 01 |odine-125
Cadmium-109 1 0.01 lodine-126
Cadmium-115m 1 0.01 |odine-129
Cadmium-115 10 0.1 lodine-131
Calcium-45 1 0.01 Iod? ne-132
Calcium-47 10 0.1 lodine-133
Carbon-14 100 1. [ Od? ne-134
Cerium-141 10 0.1 lodine-135
Cerium-143 10 0.1 I r? di um-192
Cerium-144 0.1 0.001 [ridium-194
Cesium-131 100 1. Iron-55
[ron-59

Cesium-134m 100 1.

4101AC5-3-29
0.1 0.001
1 0.01
10 0.1
01 0.001
1 0.01
100 1.
100 1.
10 0.1
100 1.
1 0.01
0.1 0.001
10 0.1
100 1.
10 01
10 0.1
10 01
10 0.1
0.1 0.001
01 0.001
1 0.01
100 1.
1 0.01
10 0.1
10 01
100 1
10 0.1
10 0.1
1 0.01
10 0.1
100 1.
100 1.
1 0.01
100 1.
1 0.01
0.1 0.001
01 0.001
0.1 0.001
01 0.001
10 0.1
1 0.01
10 0.1
1 0.01
1 0.01
10 0.1
10 0.1
1 0.01
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Krypton-85
Krypton-87
Lanthanum-140
Lutetium-177
Manganese-52
Manganese-54
Manganese-56
Mercury-197m
Mercury-197
Mercury-203
Molybdenum-99
Neodymium-147
Neodymium-149
Nickel-59
Nickel-63
Nickel-65
Niobium-93m
Niobium-95
Niobium-97
Osmium-185
Osmium-191m
Osmium-191
Osmium-193
Palladium-103
Palladium-109
Phosphorus-32
Platinum-191
Platinum-193m
Platinum-193
Platinum-197m
Platinum-197
Polonium-210
Potassium-42
Praseodymium-142
Praseodymium-143
Promethium-147
Promethium-149
Radium-226
Rhenium-186
Rhenium-188
Rhodium-103m
Rhodium-105
Rubidium-86
Rubidium-87
Ruthenium-97
Ruthenium-103
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100
10

10

10
10
10

10
10
10
10

10

100

100
10
10
10
10

10
100
10
100
10
0.01

10
10

10
0.01
10

10
1,000
10

100

0.1
0.01
01
0.01
0.01
0.1
0.1
0.1
0.01
0.1
0.1
0.1
01
0.01
0.1
0.01
0.01

0.01

0.1
01
01
0.1
0.01
0.1

0.1

0.1
0.0001
0.01
0.1

0.1
0.01
0.1
0.0001
0.1

01

10.

0.1
0.01
0.01

0.01

Ruthenium-105
Ruthenium-106
Samarium-151
Samarium-153
Scandium-46
Scandium-47
Scandium-48
Selenium-75
Silicon-31
Silver-105
Silver-110m
Silver-111
Sodium-22
Sodium-24
Strontium-85m
Strontium-85
Strontium-89
Strontium-90
Strontium-91
Strontium-92
Sulphur-35
Tantalum-182
Technetium-96
Technetium-97m
Technetium-97
Technetium-99m
Technetium-99
Telurium-125m
Telurium-127m
Tdlurium-127
Telurium-129m
Telurium-129
Telurium-131m
Telurium-132
Terbium-160
Thallium-200
Thallium-201
Thallium-202
Thallium-204
Thulium-170
Thulium-171
Tin-113
Tin-125
Tungsten-181
Tungsten-185
Tungsten-187

10
01

10

10

10
0.1
10
0.1

1,000

0.01

400

0.1
0.001
0.01
0.1
0.01
0.1
0.01
0.01
0.1
0.01
0.001
0.1
0.001
0.01
10.
0.01
0.01
0.0001
0.1
0.1
0.1
0.01
0.1
0.1
0.1

0.01
0.01
0.01
01

0.01

0.1
0.01
0.01
0.1
0.1
01
0.01
0.01
0.01
0.01
0.01
0.01
0.01
0.1
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Vanadium-48 1 0.01
Xenon-131m 1,000 10.
Xenon-133 100 1.
Xenon-135 100 1

Y tterbium-175 10 0.1
Y ttrium-90 1 0.01
Yttrium-91 1 0.01
Y ttrium-92 10 0.1
Y ttrium-93 1 0.01
Zinc-65 1 0.01
Zinc-69m 10 0.1
Zinc-69 100 1
Zirconium-93 1 0.01
Zirconium-95 1 0.01
Zirconium-97 1 0.01

Any radioactive material other than

source material, special nuclear mate-

rial, or alpha emitting radioactive ma-

terial not listed above. 0.1 0.001
NOTE 1: to convert curies (Ci) to Sl units of

gigabecquerels (GBq), multiply the above values by 37.
EXAMPLE: Zirconium-97 (Col. I1) (0.01 Ci multiplied

by 37 isequivalent to 0.37 GBq). (Indiana Sate Depart-

ment of Health; RuleHRH-2,PT C,Schedul e E; filed May

26,1978, 3:30 pm: 1 1R 172; filed Feb 29, 1984, 10:10

am: 71R889; readopted filed Jul 11, 2001, 2:23 p.m.: 24

IR 4234)

410 | AC 5-3-30 Certification of medical use under

general license (form U)
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 30. Board Form “U”
(Date)
CERTIFICATE-MEDICAL USE OF RADIOACTIVE
MATERIAL UNDER GENERAL LICENSE

410 1AC 5-3-7(h) establishes a general license autho-
rizing physiciansto possess certain small quantities of |-
125,1-131, Co-57, Co-58, Co-60, and Cr-51 for specified
diagnostic uses. Possession of radioactive material under
410 IAC 5-3-7(h) is not authorized until the physician
has filed board form U and received from the board a
validated copy of board formU with certification number
assigned.

INSTRUCTIONS

Submit this form in triplicate to the Radiological
Health Section, Indiana State Board of Health. A certifi-
cation number will be assigned and a validated copy of
board form U will be returned. Please print or type your

4101AC5-3-30

name and address (including ZI P Code), within the lines
below:

Certification Number:

(Leave this space blank-
number to be assigned by
the board)
| amaduly licensed physician [authorized to dispense
drugs] in the practice of medicine. My Indiana license
number is:

CERTIFICATE
| hereby certify that:
1. All information in this certificate is true and com-
plete.
2. | have appropriate radiation measuring instruments
to carry out the diagnostic procedures for which | will
use radioactive material under the genera license of
410 IAC 5-3-7(h) and | am competent in the use of
such instruments.
3. understand that board rulesrequirethat any change
in the information furnished on this certificate be
reported to the board within 30 days from the date of
such change.
4. | have read and understand the provisions of 410
IAC5-3-7(h) of thelndianaRul efor Radiation Control
[410 IAC 5]; and | understand that | am required to
comply with those provisions as to all radioactive
material which | receive, possess, use, or transfer
under the general license for which this certificate is
filed with the board:
Date: By:
(Signature of person filing form)
CONDITIONSAND LIMITATIONS OF
GENERAL LICENSE 410 IAC 5-3-7(h)
Medical Diagnostic Uses
(1) A generdl licenseis hereby issued to any physician
toreceive, possess, transfer, or useradioactivematerial
set forth bel ow for the stated diagnosti c uses, provided,
however, that the use is in accordance with the provi-
sionsof 410 |AC5-3-7(h)(2), (3), and (4), the radioac-
tive material is in the form of capsules, disposable
syringes, or other prepackaged individual doses; and
the radioactive material has been manufactured in
accordance with the specific license issued by the
board pursuant to 410 IAC 5-3-13(g) or by the U.S.
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Nuclear Regulatory Commission, any agreement state,
or alicensing state pursuant to equivalent regulations
authorizing distribution to persons generally licensed
pursuant to 410 IAC 5-3-7(h) or its equivalent:
(i) chromium-51 as sodium radiochromate for
determination of red blood cell volumes and studies
of red blood cell surviva time;
(if) cobalt-57 for the measurement of intestinal
absorption of cyanocobalamin;
(iii) cobalt-58 for the measurement of intestinal
absorption of cyanocobalamin;
(iv) cobalt-60 for the measurement of intestinal
absorption of cyanocobalamin;
(v) iodine-125 as iodinated human serum albumin
(IHSA) for determinations of blood and blood
plasma volume;
(vi) iodine-131 as sodiumiodide for measurement of
thyroid uptake; and
(vii) iodine-131 asiodinated human serum albumin
(IHSA) for determinations of blood and blood
plasma volume.
(2) No physician shall receive, possess, use or transfer
radioactive material pursuant to the general license
established by 410 IAC 5-3-7(h)(1) until he has filed
boardform“U,” “ Certificate—-M edical Useof Radioac-
tive Material Under General License” with the board
and received from the board a validated copy of the
board form “U” with certification number assigned.
Thegenerally licensed physician shall furnishonboard
form “U” the following information and such other
information as may be required by that form:
(i) name and address of the generaly licensed
physician;
(ii) astatement that the generally licensed physician
isaduly licensed physician [authorized to dispense
drugs] in the practice of medicinein this state; and
(iii) astatement that the generally licensed physician
has appropriate radiation measuring instruments to
carry out the diagnostic procedures for which he
proposes to use radioactive materia under the
genera license of 410 IAC 5-3-7(h) and that heis
competent in the use of such instruments.
(3) A physician who receives, possesses or Uses a
pharmaceutical containing radioactive material pursu-
ant to the general license established by 410 IAC 5-3-
7(h)(1) shall comply with the following:
(i) he shall not possess at any one time, pursuant to
thegenera licensein4101AC 5-3-7(h)(1) morethan
(A) 200 microcuries of iodine-131,
(B) 200 microcuries of iodine-125,
(C) 5 microcuries of cobalt-57,
(D) 5 microcuries of cobalt-58,
(E) 5 microcuries of cobalt-60, and
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(F) 200 microcuries of chromium-51;
(ii) he shall store the pharmaceutical until adminis-
tered in the origina shipping container, or a con-
tainer providing equivalent radiation protection;
(iii) he shall usethe pharmaceutical only for the uses
authorized by 410 IAC 5-3-7(h)(1);
(iv) he shall not administer the pharmaceutical to a
woman with confirmed pregnancy or to a person
under 18 years of age; and
(v) he shall not transfer the radioactive material to a
personwhoisnot authorized toreceiveit pursuant to
a license issued by the board, the U.S. Nuclear
Regulatory Commission, any agreement state or
licensing state, or in any manner other than in the
unopened, labeled shipping container as received
from the supplier, except by administering it to a
patient.

(4) The generaly licensed physician possessing or

using radioactive material under the general license of

410 IAC 5-3-7(h)(1) shall report in duplicate to the

board, any changes in the information furnished by

him in the “Certificate—-Medical Use of Radioactive

Material Under Genera License,” board form “U.”

The report shall be submitted within 30 days after the

effective date of such change.

(5) Any person using radioactive materia pursuant to

the general license of 410 IAC 5-3-7(h)(1) is exempt

fromtherequirementsof 410 IAC 5-4and 410 1AC 5-

10 with respect to the radioactive material covered by

the general license.

NOTE: 410 IAC 5-3-13(g) requires manufacturers of
radiopharmaceutical swhich areunder thegeneral license
in this paragraph to include one of the following state-
mentsin thelabel affixed to the container or intheleaflet
or brochurewhich accompaniestheradiopharmaceutical :

This radioactive drug may be received, possessed, and
used only by physicians licensed [to dispense drugs] in the
practiceof medicine. Itsreceipt, possession, use, andtransfer
are subject to the regulations and a generd license or its
equivaent of theU.S. Nuclear Regulatory Commissionor of
a gtate with which the commission has entered into an
agreement for the exercise of regulatory authority.

(Name of Manufacturer)

Thisradioactive drug may be received, possessed, and

used only by physicians licensed [to dispense drugs] in

the practice of medicine. Itsreceipt, possession, use, and

transfer are subject to the rules and a general license or
its equivalent of alicensing state.

(Name of Manufacturer)
NOTE
If larger quantities or other forms of radioactive
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material thanthosespecifiedinthegeneral license of 410
IAC 5-3-7(h) are required, the physician should file an
“Application for Radioactive Material License,” and
obtain a specific radioactive material license. Copies of
application and certification formsmay be obtained from
the Radiological Health Section, Indiana State Board of
Headlth. (Indiana Sate Department of Health; 4101 AC 5-
3-30; filed Feb 29, 1984, 10:10 am: 7 IR891; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-3-31 Certification of in vitro testing un-

der general license (form V)
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 31. Board Form“V”
(Date)

CERTIFICATE-N VITRO TESTING WITH
RADIOACTIVE MATERIAL UNDER
GENERAL LICENSE

410 IAC 5-3-7(i)(1) establishes a general license
authorizing physicians, veterinarians, clinical |aborato-
ries, and hospital sto possess certain small quantities of
radioactive material for in vitro clinical or laboratory
tests not involving the internal or external administra-
tion of the radioactive material or the radiation there-
from to human beings or animals. Possession of radio-
activematerial under 4101 AC5-3-7(i) isnot authorized
until the physician, veterinarian, clinical laboratory, or
hospital has filed board form V and received from the
board avalidated copy of board form V with certifica-
tion number.

INSTRUCTIONS

Submit this form in triplicate to the Radiological
Health Section, Indiana State Board of Health. A certifi-
cation number will be assigned and a validated copy of
board form V will be returned.

1. Please print or type within the lines, below, the name
and address (including ZIP Code) of the physician,
veterinarian, clinical laboratory, or hospital for whom or
for which thisformisfiled.

2. | hereby apply for a certification pursuant to 410 IAC
5-3-7(i) for use of radioactive material for (Please check
one):

a. Mysdlf, a duly licensed physician [authorized to

dispense drugs] in the practice of medicine.

b. The above-named clinical laboratory.

4101AC5-3-31

¢. The above-named hospital.

d. Mysdlf, aduly licensed veterinarian.
3. To be completed by the board.
Certification number:

(Leave this space blank)number to be assigned by
the board)
4. If place of use is different from address in item 1,
please give compl ete address:

5. Certification:

| hereby certify that:
a All information in this certification is true and
complete.
b. Appropriate radiation measuring instruments are
availableto carry out the testsfor which radioactive
material will be used under the general license of
410 1AC 5-3-7(i). The tests will be performed only
by personnel competent in the use of theinstruments
and in the handling of the radioactive material.
c. | understand that board rules require that any
change in the information furnished on this certifi-
cate be reported to the board, within 30 days from
the effective date of such change.
d. I have read and understand the provisions of 410
IAC 5-3-7(i); and | understand that compliance with
those provisions is required as to al radioactive
material which is received, acquired, possessed,
used, or transferred under the general license for
which this certificate is filed with the board.

Date: By:

(Signature of person filing form)

(Printed name and title of position of person filing form)
CONDITIONS AND LIMITATIONS OF GENERAL
LICENSE 410 IAC 5-3-7(i)

General License for Use of Radioactive Material for
Certain In Vitro Clinical or Laboratory Testing

(1) A generd licenseishereby issued to any physician,
veterinarian, clinical laboratory, or hospital to receive,
acquire, possess, transfer or use, for any of thefollow-
ing stated tests, in accordance with the provisions of
410 1AC5-3-7(1)(2), (3), (4), (5), and (6), the follow-
ing radioactive materials in prepackaged units for use
in in vitro clinical or laboratory tests not involving
internal or external administration of radioactive
material, or the radiation therefrom, to human beings
or animals:

(i) Carbon-14, in units not exceeding 10 microcuries

each.
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(i) Cobalt-57, in units not exceeding 10 microcuries

each.

(i) Hydrogen-3 (tritium), in units not exceeding 50

microcuries each.

(iv) lodine-125, in units not exceeding 10

microcuries each.

(v) Mock lodine-125 reference or calibration

sources, in units not exceeding 0.05 microcurie of

iodine-129 and 0.005 microcurie of americium-241

each.

(vi) lodine-131, in units not exceeding 10

microcuries each.

(vii) Iron-59, in units not exceeding 20 microcuries

each.

(viii) Selenium-75, in units not exceeding 10

microcuries each.
(2) No person shall receive, acquire, possess, use, or
transfer radioactive material pursuant to the genera
license established by 410 1AC 5-3-7(i)(1) until he has
filed board form “V,” “Certificate-In Vitro Testing
with Radioactive Material Under General License,”
with the board and received from the board avalidated
copy of board form “V” with certification number
assigned, or until he has been authorized pursuant to
4101AC5-3-11(c)(3) to useradioactivematerial under
thegeneral licensein 410 AC5-3-7(i). The physician,
veterinarian, clinical laboratory, or hospital shall
furnish on board form “V” the following information
and such other information as may be required by that
form:

(i) name and address of the physician, veterinarian,

clinical laboratory, or hospital;

(ii) the location of use; and

(iii) a statement that the physician, veterinarian,

clinical laboratory, or hospital has appropriate

radiation measuring instrumentsto carry out in vitro

clinical or laboratory tests with radioactive material

as authorized under the general licensein 410 IAC

5-3-7(i)(1) and that suchtestswill be performed only

by personnel competent in the use of such instru-

mentsandinthe handling of theradioactive material.
(3) A personwho receives, acquires, POSSesses, or Uses
radioactive material pursuant to the general license
established by 410 IAC 5-3-7(i)(2) shall comply with
the following:

() The general licensee shall not possess at any one

time, pursuant tothegeneral licensein 410 |IAC 5-3-

7(i)(2), at any one location of storage or use, atotal

amount of iodine-125, iodine-131, selenium-175,

iron-59, and/or cobalt-57 in excess of 200

microcuries.

(if) The general licensee shall store the radioactive

material until used, intheoriginal shipping container

INDIANA STATE DEPARTMENT OF HEALTH 404

or in a container providing equivalent radiation
protection.
(iii) The genera licensee shall use the radioactive
meaterial only for the uses authorized by 410 IAC 5-
3-7() (D).
(iv) The general licensee shal not transfer the
radioactive material to a person who is not autho-
rized to receiveit pursuant to alicense issued by the
board, the U.S. Nuclear Regulatory Commission,
any agreement state, or licensing state, nor transfer
the radioactive material in any manner other thanin
theunopened, | abel ed shipping container asreceived
from the supplier.
(v) The genera licensee shall dispose of the Mock
lodine-125 reference or calibration sources de-
scribed in 410 IAC 5-3-7(i)(1)(viii) as required by
410 1AC 5-4-16.
(4) The genera licensee shall not receive, acquire,
possess, or use radioactive material pursuant to 410
IAC 5-3-7(i)(2):
(i) Except as prepackaged unitswhich arelabeled in
accordance with the provisions of an applicable
specific license issued pursuant to 410 IAC 5-3-
13(h) or in accordance with the provisions of a
specific license issued by the U.S. Nuclear Regula-
tory Commission, any agreement state or licensing
state which authorizes the manuf acture and distribu-
tionof iodine-125, iodine-131, carbon-14, hydrogen-
3(tritium), iron-59, selenium-75, cobalt-57, or Mock
lodine-125 to persons generally licensed under 410
IAC 5-3-7(i) or itsequivalent, and
(if) Unless one of the following statements, as
appropriate, or a substantially similar statement
which contains the information called for in one of
the following statements, appears on the label
affixed to each prepackaged unit or appears in a
leaflet or brochure which accompanies the package:
(A) This radioactive material shall be received,
acquired, possessed, and used only by physicians,
veterinarians, clinical laboratories or hospitalsand
only for in vitro clinical or laboratory tests not
involvinginternal or external administration of the
material, or the radiation therefrom, to human
beings or animals. Its receipt, acquisition, posses-
sion, use, and transfer are subject to the rules and
a genera license of the U.S. Nuclear Regulatory
Commission or of astate with which the commis-
sion has entered into an agreement for the exercise
of regulatory authority.

Name of Manufacturer
(B) This radioactive material shall be received,
acquired, possessed, and used only by physicians,
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veterinarians, clinical laboratoriesor hospitalsand
only for in vitro clinical or laboratory tests not
involvinginternal or external administration of the
material, or the radiation therefrom, to human
beings or animals. Its receipt, acquisition, posses-
sion, use, and transfer are subj ect to theregulations
and a genera license of alicensing state.

Name of Manufacturer
(5) The physician, veterinarian, clinical laboratory or
hospital possessing or using radioactive material under
the general license of 410 IAC 5-3-7(i)(1) shall report
inwriting to the board, any changesin theinformation
furnished by him in the “ Certificate-In Vitro Testing
with Radioactive Material Under General License,”
board form “V.” The report shall be furnished within
30 days after the effective date of such change.
(6) Any person using radioactive material pursuant to
the general license of 410 IAC 5-3-7(i)(1) is exempt
fromthe requirements of 410 IAC 5-4and 410 1AC 5-
10 with respect to radioactive material covered by that
general license, except that such persons using the
Mock lodine-125 described in 410 IAC 5-3-
7(1)(2)(viii) shall comply with the provisions of 410
IAC 5-4-16, 410 IAC 5-4-22, and 410 IAC 5-4-23.
NOTE
If larger quantities or other forms of radioactive
meaterial than those specifiedinthegeneral licenseof 410
IAC 5-3-7(i) arerequired, an “ Application for Radioac-
tive Material License,” should be filed to obtain a
specific radioactive material license. Copies of applica
tion and certification forms may be obtained from the
Radiological Health Section, Indiana State Board of
Health. (Indiana State Department of Health; 410 1AC 5-
3-31; filed Feb 29, 1984, 10:10 am: 7 IR 893; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-3-32 Certification of use of depleted
uranium under general license

(form W)
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 32. Board Form “W”

(Date)
REGISTRATION CERTIFICATE-USE OF DE-

PLETED URANIUM UNDER GENERAL LICENSE

410 1AC 5-3-6(d) establishes a general license autho-
rizing the use of depleted uranium contained inindustrial
products or devices for mass-volume applications. This
form W shall be submitted within 30 days after the first
receipt or acquisition of such depleted uranium.

4101AC5-3-32

INSTRUCTIONS

1. Submit thisform in triplicate to:

Radiological Health Section

Indiana State Board of Health

1330 West Michigan Street

Indianapolis, IN 46206
2. Please print or type the name and address (including ZIP
Code) of theregistrant for whomthisformisfiled. Position
the first letter of the address below the left dot and do not
extend the address beyond theright dot. (A file number will
be assigned and a copy of form W will be returned.)
3. 1 hereby fileformW pursuant to 410 |AC 5-3-6(d), for
use of depleted uranium contained in industrial products
or devices for mass-volume applications.
4. To be completed by the board.

FILE NUMBER:
(Leave this space blank) number
to be assigned by board.)

5. Name and/or title, address, and tel ephone number of
theindividual duly authorized to act for and on behalf of
the registrant in supervising the procedures identified in
410 |1AC 5-3-6(d).

6. Certification:
| hereby certify that:

a. All information in this registration certificate is
true and compl ete.
b. The registrant has developed and will maintain
procedures designed to establish physical control over
thedepleted uraniumdescribedin4101AC5-3-6(d) and
designedtoprevent transfer of such depleted uraniumin
any form, including metal scrap, to persons not autho-
rized to receive the depleted uranium.
c. | understand that board rulesrequirethat any changes
ininformation furnished by aregistrant onthisregistra-
tion certificate bereportedinwriting to theboard within
30 days after the effective date of such change.
d. | understand that the registrant is required to
comply with the provisions of 410 IAC 5-3-6(d)
(reprinted as part of this form) with respect to all
depleted uranium which he receives, acquires, uses,
or transfers under the general license for which this
registration certificate is filed with the board.

Date; By:

(Signature of person filing form)

(Printed name and title of person filing form)
Depleted Uraniumin Industrial Products and Devices
(1) A genera license is hereby issued to receive,
acquire, possess, use, or transfer, in accordance with
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the provisions of 410 IAC 5-3-6(d)(2), (3), (4), and
(5), depleted uranium contained in industrial products
or devicesfor the purpose of providing a concentrated
mass in asmall volume of the product or device.
(2) The genera license in 410 IAC 5-3-6(d)(1) applies
only to industrial products or devices which have been
manufactured either in accordance with aspecific license
issued to the manufacturer of the products or devices
pursuant to 410 IAC 5-3-13(m) or in accordance with a
specific license issued to the manufacturer by the U.S.
Nuclear Regulatory Commission or an agreement state
which authorizes manufacture of the products or devices
for distribution to persons generally licensed by the U.S.
Nuclear Regulatory Commission or an agreement state.
(3)(i) Persons who receive, acquire, possess, Or use
depleted uranium pursuant to the generd license estab-
lished by 410 IAC 5-3-6(d)(1) shdl file board form W
“Registration Certificate-Useof Depleted UraniumUnder
Generd License” with the board. The form shdl be
submitted within 30 days after thefirst receipt or acquisi-
tion of such depleted uranium. Theregistrant shall furnish
on board form W the following information and such
other information as may be required by that form:
(A) Name and address of the registrant;
(B) A statement that theregistrant has devel oped and
will maintain procedures designed to establish
physical control over thedepl eted uraniumdescribed
in 410 IAC 5-3-6(d)(1) and designed to prevent
transfer of such depleted uranium in any form,
including metal scrap, to persons not authorized to
receive the depleted uranium; and
(C) Name and/or title, address, and telephone num-
ber of the individual duly authorized to act for and
on behalf of the registrant in supervising the proce-
duresidentified in 410 IAC 5-3-6(d)(3)(i)(B).
(if) The registrant possessing or using depleted ura-
niumunder thegeneral license established by 4101AC
5-3-6(d)(1) shall report in writing to the board any
changesininformation furnished by himinboardform
W “Registration Certificate-Use of Depleted Uranium
Under General License.” Thereport shall be submitted
within 30 days after the effective date of such change.
(4) A person who receives, acquires, possesses or Uses
depleted uranium pursuant to the genera license
established by 410 |AC 5-3-6(d)(2):
(1) Shall not introduce such depleted uranium, in any
form, into a chemical, physical, or metalurgica
treatment or process, except a treatment or process
for repair or restoration of any plating or other
covering of the depleted uranium.
(i) Shall not abandon such depleted uranium.
(iit) Shall transfer or dispose of such depleted uranium
only by transfer in accordance with the provisions of
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410 IAC 5-3-22. In the case where the transferee
receives the depleted uranium pursuant to the genera
license established by 410 IAC 5-3-6(d)(1), the trans-
feror shall furnish the transferee a copy of 410 IAC 5
and a copy of board form W. In the case where the
transferee receives the depleted uranium pursuant to a
generd license contained in the U.S. Nuclear Regula-
tory Commission's or agreement stat€'s regulation
equivaent to 410 IAC 5-3-6(d)(1), the transferor shdl
furnish the transferee a copy of 410 IAC 5 and a copy
of board formW accompanied by anote explaining that
use of the product or device is regulated by the U.S.
Nuclear Regulatory Commission or agreement state
under requirements substantially the same as those in
4101ACS.
(iv) Within 30 days of any transfer, shall report in
writing to the board the name and address of the
person receiving the depleted uranium pursuant to
such transfer.
(v) Shadl not export such depleted uranium except in
accordance with a license issued by the U.S. Nuclear
Regulatory Commission pursuant to 10 CFR Peart 110.
(5) Any personreceiving, acquiring, possessing, using,
or transferring depleted uranium pursuant to the
general license established by 410 IAC 5-3-6(d)(1) is
exempt from the requirementsof 410 AC 5-4 and 410
I AC 5-10 with respect to the depl eted uranium covered
by that general license.

(Indiana Sate Department of Health; 410 IAC 5-3-32;
filed Feb 29, 1984, 10:10 am: 7 IR 895; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 4. Protection and Exposur e Standar ds

4101AC5-4-1  Scopeof rule

410IAC5-4-2  Radiation dose to individualsin restricted
areasl’

4101AC5-4-3  Disclosure of prior exposure; certification
for excess exposure (form Y)

4101AC5-4-4  Airborne radiation exposure; restricted
areas

410IAC5-4-5  Exposure of minors”

4101AC5-4-6 Permissiblelevelsof radiation from external
sources in unrestricted areas”

4101AC5-4-7 Effluent concentration limits in unrestricted
areas

4101AC5-4-8  Bioassay services

410IAC5-4-9  Surveys

410 IAC5-4-10  Personnel monitoring requirements®¥

4101AC5-4-11 Caution signsand labels; alarm signals

4101AC5-4-12 Exceptionsto posting requirements

4101AC5-4-13 Instruction of personnel

4101AC5-4-14 Storage of radiation sources

4101AC5-4-15 Proceduresfor receiving packages

4101AC5-4-16 Waste disposal; general provisions

4101AC5-4-17 Approval of proposed disposal procedures

4101AC5-4-18 Releaseinto sanitary sewerage system
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4101AC5-4-19 Burid in sail

410 IAC5-4-20 Incineration

410 1AC 5-4-20.5 Exceptionsto disposal requirements
4101AC5-4-21 Recordkeeping requirements
4101AC5-4-22 Theft or loss of sources; reporting

410 1AC5-4-23  Incident reports

410 IAC5-4-24  Overexposure reports

4101AC5-4-25 Vacating premises; decontamination
4101AC5-4-26 Notice and report to exposed individuas
410 IAC5-4-27 Concentrations in air and water above
natural background; Appendix A
Appendix B; table for use with 410 IAC 5-
4-11, 410 IAC 5-4-18, 410 IAC 5-4-19

410 IAC5-4-28

4101AC 5-4-1 Scopeof rule
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 1. (a) 410 IAC 5-4-1 establishes standards for
protection agai nst radiation hazards. Except asotherwise
specifically provided, 410 IAC 5-4 appliesto all licens-
€es or registrants. It is the purpose of 410 IAC 5-4 to
control the possession, use, and transfer of sources of
radiation by any licensee or registrant in such a manner
that the total dose to an individual does not exceed the
standards of radiation protection prescribed in 410 IAC
5-4. Nothing in 410 IAC 5-4 shall be interpreted as
limiting the intentional exposure of patientsto radiation
for the purpose of medical diagnosis or therapy.

(b) Inadditionto complying with therules set forthin 410
|AC5-4, every reasonableeffort should bemadeto maintain
radiation exposures, and releases of radioactive materiadsin
effluents to unrestricted areas, as low as is reasonably
achievable. The term “as low as is reasonably achievable”
meansas|ow asisreasonably achievabletaking into account
the sate of technology, and the economics of improvements
in relation to benefits to the public hedlth and safety, and
other societd and socio-economic considerations, and in
relation to the utilization of ionizing radiation in the public
interest. (Indiana Sate Department of Health; Rule HRH-
2,PT D,Sec D.1; filed May 26, 1978, 3:30 pm: 1 IR 174;
filed Feb 29, 1984, 10: 10 am: 7 IR897; readopted filed Jul
11,2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-4-2 Radiation dose toindividualsin

restricted areas”
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 2. (a) In accordance with the provisions of 410 1AC
5-4-3(a), and except as provided in 410 IAC 5-4-2(b), no
licensee or registrant shall possess, use, receive, or transfer
sources of radiation in such a manner as to cause any
individua in arestricted areato receivein any period of one
caendar quarter fromall sourcesof radiationinthelicensee's

4101AC 5-4-3

or registrant'spossession atotal occupationd dosein excess
of the standards specified in the following table:

Rems per
Caendar Quarter
Whol e body; head and trunk; active
blood-forming organs; lens of eyes,
orgonads . .......viii i 114
Hands and forearms; feet and ankles . ........ 18 3/4
Skinof wholebody ....................... 71/2

Y For determining the doses specified in 410 IAC 5-4-2 a
dosefromx or gammarays up to 10 MeV may be assumed
to be equivaent to the exposure measured by a properly
calibrated appropriate instrument in air a or near the body
surface in the region of the highest doserate.

(b) A licensee or registrant may permit anindividual in
arestricted area to receive a total occupational dose to
the whole body greater than that permitted under 410
IAC 5-4-2(a), provided:

(1) During any calendar quarter, thetotal occupational

doseto thewholebody from sourcesof radiationinthe

licensee's or registrant's possession shall not exceed 3

rems;

(2) The dose to the whole body, when added to the

accumulated occupational dose to the whole body,

shall not exceed 5(N-18) rems where “N” equals the
individual's age in years at hislast birthday; and

(3) The licensee or registrant has determined the

individual's accumulated occupational dose to the

whole body on board form “Y” or on a clear and
legible record containing all the information required
in that form and has otherwise complied with the
requirementsof 410 IAC 5-4-3. Asusedin410IAC5-

4-2(b), “dose to the whole body” shall be deemed to

include any dose to the whole body, gonads, active

bloodforming organs, head and trunk, or lens of eye.
(Indiana Sate Department of Health; Rule HRH-2,PT
D,Sec D.101; filed May 26, 1978, 3:30 pm: 1 IR 174;
filed Feb 29, 1984, 10:10 am: 7 IR 897; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-4-3 Disclosure of prior exposure; cer-
tification for excess exposure

(formY)
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 3. (a)(1) Each licensee or registrant shall require
any individual, prior to first entry of the individual into
the licensee's or registrant's restricted area during each
employment or work assignment under such circum-
stances that the individual will receive or is likely to
receive in any period of 1 calendar quarter an occupa-
tional dose in excess of 25 percent of the applicable
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standards specified in 410 IAC 5-4-2(a) and 410 IAC 5-
4-5(a), to disclose in awritten, signed statement, either:
(i) That theindividual had no prior occupational dose
during the current calendar quarter, or
(ii) The nature and amount of any occupationa dose
which the individual may have received during the
specifically identified current calendar quarter, from
sources of radiation possessed or controlled by other
persons.
(2) Eachlicenseeor registrant shall maintainrecordsof
such statements until the board authorizes disposition.
(b) Before permitting, pursuant to 410 IAC 5-4-2(b),
any individual in arestricted areato receive an occupa-
tional radiation dose in excess of the standards specified
in 410 IAC 5-4-2(a), each licensee or registrant shall:
(2) obtain acertificate on board form*“Y” or onaclear
and legible record containing all the information
required in that form, signed by the individual, show-
ing each period of time after theindividual attained the
age of 18 in which theindividual received an occupa-
tional dose of radiation; and
(2) calculateon boardform* Y™ in accordancewith the
instructionsappearing therein, or onaclear andlegible
record containing al the information required in that
form, the previously accumulated occupational dose
received by the individual and the additional dose
alowed for that individual under 410 IAC 5-4-2(b).
(©)(1) Inthe preparation of boardform*Y,” or aclear and
legiblerecord containing al theinformation required in that
form, thelicenseeor registrant shall makeareasonableeffort
to obtain reports of theindividud's previoudy accumulated
occupational dose. For each period for which thelicenseeor
registrant obtains such reports, he shal use the dose shown
in the report in preparing the form. In any case where a
licensee or regigtrant is unable to obtain reports of the
individua's occupational dose for a previous complete
caendar quarter, it shall be assumed that the individud has
received the occupational dose specified inwhichever of the
following columns that apply:

Column 1 Column 2

Assumed Dosein
Assumed Dosein Remsfor Calendar
Remsfor Calendar Quarters Beginning

Quarters Prior to on or After
Part of Body January 1, 1961 January 1, 1961
Whole body, gonads, 3% 1%
active blood-forming
organs, head and

trunk, lens of eye

(2) Thelicensee or registrant shall retain and preserve
records used in preparing board form*“Y” until the board
authorizestheir disposition. If calculation of theindivid-
ual's accumul ated occupational dosefor all periods prior
to January 1, 1961, yields aresult higher than the appli-
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cableaccumulated dosevaluefor theindividua asof that
date, as specifiedin 410 1AC 5-4-2(b)(2), the excess may
be disregarded. (Indiana State Department of Health;
Rule HRH-2,PT D,Sec D.102; filed May 26, 1978, 3:30
pm: 1 1R 175; filed Feb 29, 1984, 10:10 am: 7 IR 897,
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-4-4 Airborne radiation exposure; re-

stricted areas
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 4. (a)(1) No licensee or registrant shdl possess, use,
or transfer radioactive materia in suchamanner asto permit
any individua in a restricted area to inhade a quantity of
radioactive material in any period of 1 caendar quarter
greater than the quantity which would result frominhdation
for 40 hours per week for 13 weeks at uniform concentra-
tions of radioactive material in air specifiedin Appendix A,
410 IAC 5-4-27, Table |, Column 1.2%¥ |f the radioactive
materid isof suchformthat intakeby absorptionthroughthe
skin is likely, individual exposures to radioactive material
shdl be controlled so that the uptake of radioactive materia
by any organ from either inhalation or absorption or both
routes of intake™® in any calendar quarter does not exceed
that which would result from inhaling such radioactive
materia for 40 hours per week for 13 weeks at uniform
concentrations specified in Appendix A, 410 IAC 5-4-27,
Tablel, Column 1.

(2) Nolicenseeor registrant shall possess, use, or transfer
mixtures of U-234, U-235, and U-238 in soluble form in
such amanner asto permit any individua inarestricted area
to inhde aquantity of such materia in excess of theintake
limits specified in Appendix A, 410 IAC 5-4-27, Table |,
Column 1. If such soluble uraniumis of aform such that
absorptionthroughtheskinislikely, individua exposuresto
such material shall be controlled so that the uptake of such
meateria by any organ fromeither inha ation or absorption or
both routes of intake” does not exceed that which would
result from inhaling such materia at the limits specified in
Appendix A, 410 IAC 5-4-27, Table I, Column 1 and
footnote 5 thereto.

(3) For purposes of determining compliance with the
requirements of 410 IAC 5-4-4 the licensee or registrant
shall use suitable measurements of concentrations of radio-
active materid in air for detecting and eval uating airborne
radioactivity in restricted areas and in addition, as appropri-
ate, shall use measurements of radioactivity in the body,
measurementsof radioactivity excreted fromthebody or any
combination of such measurements as may be necessary for
timely detection and assessment of individud intakes of
radioactivity by exposed individuals. It is assumed that an
individud inhaes radioactive meterial a the arborne
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concentration in which heis present unless he uses respira
tory protective equipment pursuant to 410 IAC 5-4-4(c).
When assessment of a particular individud's intake of
radioactive material is necessary, intakes less than those
which would result frominhdation for 2 hoursinany 1 day
or for 10 hours in any 1 week at uniform concentrations
specifiedin Appendix A, 410 1AC 5-4-27, Table|, Column
1 need not beincluded in such assessment, provided that for
any assessment in excess of theseamountstheentireamount
isincluded.

Z Since the concentration specified for tritium oxide
vapor assumes equal intakes by skin absorption and
inhalation, the total intake permitted is twice that which
would result from inhalation alone at the concentration
specified in H-3 (S) in Appendix A, 410 IAC 5-4-27,
Table I, Column 1 for 40 hours per week for 13 weeks.

¥ For radon-222, thelimiting quantity isthat inhaledin
a period of one calendar year. For radioactive material
designated “Sub” in the “Isotope” column of the table,
the concentration value specified is based upon exposure
tothematerial asan externa radiation source. Individual
exposuresto these material s may beaccounted for aspart
of the limitation on individual dose in 410 IAC 5-4-2.
These materials shall be subject to the precautionary
procedures required in 410 IAC 5-4-4(b)(1).

4 Multiply the concentration values specified in
Appendix A, 410 IAC 5-4-27, Table |, Column 1 by 6.3
x 108 milliliters to obtain the quarterly quantity limit.
Multiply the concentration value specified in Appendix
A, 410 IAC 5-4-27, Table |, Column 1 by 2.5 x 10°
millilitersto obtain the annual quantity limit for Rn-222.

¥ Significant intake by ingestion or injection is pre-
sumed to occur only as aresult of circumstances such as
accident, inadvertence, poor procedure, or similar special
conditions. Such intakes must be evaluated and ac-
counted for by techniques and procedures as may be
appropriate to the circumstances of the occurrence.
Exposures so evaluated shall beincluded in determining
whether the limitation on individual exposures in 410
IAC 5-4-4(8)(1) has been exceeded.

¥ Regulatory guidance on assessment of individual
intakes of radioactive material is given in U.S. Nuclear
Regulatory Commission Regulatory Guide 8.9, “ A ccept-
able Concepts, Models, Equations and Assumptions for
aBioassay Program.” Single copiesof Regulatory Guide
8.9 are available from the Office of Standards Develop-
ment, U.S. Nuclear Regulatory Commission, Washing-
ton, D.C. 20555, upon written request.

(b)(1) Thelicensee or registrant shall, as a precautionary
procedure, use process or other engineering controls, to the
extent practicable, to limit concentrations of radioactive
meaterials in air to levels below those which deimit an
airborne radioactivity area as defined in 410 IAC 5-1-2.
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(2) When it isimpracticable to apply process or other
engineering controls to limit concentrations of radioac-
tivematerial inair below those definedin 410 1AC5-1-2,
other precautionary procedures, such as increased
surveillance, limitation of working times, or provision of
respiratory protective equipment, shall be used to main-
tain intake of radioactive material by any individual
within any period of 7 consecutive daysasfar below that
intake of radioactive material which would result from
inhalation of such material for 40 hours at the uniform
concentrationsspecifiedin Appendix A, 4101AC5-4-27,
Tablel, Column 1 asisreasonably achievable. Whenever
the intake of radioactive material by any individual
exceeds this 40-hour control measure, the licensee shall
make such evaluations and take such actions as are
necessary to assure against recurrence. Thelicenseeshall
maintain records of such occurrences, evaluations, and
actions taken in a clear and readily identifiable form
suitable for summary review and evaluation.

(c) When respiratory protective equipment is used to
limit the inhalation of arborne radioactive materia
pursuant to 410 | AC 5-4-4(b)(2), the licensee may make
allowance for such use in estimating exposures of
individuals to such materials provided that such equip-
ment is used as stipulated in U.S. Nuclear Regulatory
Commission Regulatory Guide 8.15, *Acceptable
Programs for Respiratory Protection.””

" Single copies of U.S. Nuclear Regulatory Commission
Regulatory Guide 8.15 are available from the Office of
Standards Development, U.S. Nuclear Regulatory Commis-
sion, Washington, D.C. 20555, upon written request.

(d) Notwithstanding the provisions of 410 IAC 5-4-
4(b) and (c), the board may impose further restrictions:

(2) Ontheextent towhich alicensee may makeallowance

for use of respirators in lieu of provison of process,

containment, ventilation, or other engineering controls, if
application of such contralsisfoundto bepracticable; and

(2) As might be necessary to assure that the respiratory

protective program of the licenseeis adequatein limiting

exposures of personnd to airborne radioactive material.

(e) The licensee or registrant shall notify, in writing,
the board at least 30 days before the date that respiratory
protective equipment isfirst used under the provisions of
410 IAC 5-4-4.

(f) A licensee or registrant who is authorized to make
allowance for use of respiratory protective equipment
shall bring his respiratory protective program into
conformance with the requirements of 410 |AC 5-4-4(c)
within 1year. (Indiana Sate Department of Health; Rule
HRH-2,PT D,Sec D.103; filed May 26, 1978, 3:30 pm:
1 IR 175; filed Feb 29, 1984, 10:10 am: 7 IR 898;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
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410 IAC 5-4-5 Exposure of minors?
Authority: |C 16-41-35-26; |C 16-41-35-29
Affected: IC 16-41-35

Sec. 5. (a) Nolicensee or registrant shall possess, use, or
transfer sourcesof radiationin such amanner asto causeany
individua within arestricted area, who isunder 18 years of
age, to receive in any period of 1 caendar quarter from al
sources of radiation in such licensee's or registrant's posses-
sionadosein excessof 10 percent of the standards specified
inthetablein 410 IAC 5-4-2(a).

(b) No licensee or registrant shall possess, use, or
transfer radioactive material in such amanner asto cause
any individual within arestricted area, who is under 18
years of age to be exposed to airborne radioactive
material in an average concentration in excess of the
limits specified in Appendix A, 410 IAC 5-4-27, Table
I1. For purposesof thisparagraph, concentrationsmay be
averaged over periods not greater than a week.

(c) Theprovisionsof 4101AC5-4-4(b)(2) and410IAC5-
4-4(c) shall apply to exposures subject to 410 |AC 5-4-5(b)
except that the references in 410 IAC 5-4-4(b)(2) and 410
IAC 5-4-4(c) to Appendix A, 410 IAC 5-4-27, Table I,
Column 1 shdl be deemed to be referencesto Appendix A,
4101AC5-4-27, Table I, Column 1.

¥ For determining the doses specified in 410 IAC 5-4-
5, adose from x or ggmma radiation up to 10 MeV may
be assumed to be equival ent to the exposure measured by
a properly calibrated appropriate instrument in air at or
near the body surface in the region of the highest dose
rate. (Indiana Sate Department of Health; Rule HRH-
2,PT D,Sec D.104; filed May 26, 1978, 3:30 pm: 1 IR
177; filed Feb 29, 1984, 10:10 am: 7 IR 900; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101 AC 5-4-6 Permissiblelevelsof radiation from
external sources in unrestricted

areas’
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: IC 16-41-35

Sec. 6. () Except as authorized by the board pursuant
to 410 IAC 5-4-6(b) no licensee or registrant shall
possess, use, or transfer sources of radiation in such a
manner as to create in any unrestricted area from such
sources of radiation in his possession:

(1) Radiation levelswhich, if anindividud were continu-

oudly present in the area, could result in his receiving a

dosein excess of 2 milliremsin any 1 hour; or

(2) Radiation levels which, if an individual were

continuously present in the area could result in his

receiving a dose in excess of 100 milliremsin any 7

consecutive days.
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(b) Any person may apply to the board for proposed
limits upon levels of radiation in unrestricted areas in
excess of those specified in 410 IAC 5-4-6(a) resulting
from the applicant's possession or use of sources of
radiation. Such applications should include information
as to anticipated average radiation level s and anticipated
occupancy timesfor each unrestricted areainvolved. The
board will approve the proposed limits if the applicant
demonstrates to the satisfaction of the board that the
proposed limits are not likely to cause any individua to
receive a dose to the whole body in any period of 1
calendar year in excess of 0.5 rem.

¥|tistheintent of 410 1AC 5-4-6 to limit radiation levels
so that it is unlikely that individuals in unrestricted areas
would receiveadoseto thewholebody in excess of 0.5rem
inany oneyear. If in specific ingtances, it is determined by
the board that thisintent is not met, the board may, pursuant
to 410 IAC 5-1-7, impose such additiona requirements on
the licensee or registrant as may be necessary to meet the
intent. (Indiana Sate Department of Health; Rule HRH-
2,PT D,Sec D.105; filed May 26, 1978, 3:30 pm: 1 IR 177,
filed Feb 29, 1984, 10:10 am: 7 IR 900; readopted filed Jul
11, 2001, 2:23 p.m.; 24 1R 4234)

410 |AC 5-4-7 Effluent concentration limitsin un-

restricted areas
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 7. (a) A licensee or registrant shall not possess,
use, or transfer licensed material so as to release to an
unrestricted area radioactive material in concentrations
which exceed the limits specified in Appendix A, 410
IAC 5-4-27, Table 1, except as authorized pursuant to
410 IAC 5-4-17 or 410 IAC 5-4-7(b). For purposes of
410 IAC 5-4-7, concentrations may be averaged over a
period not greater than 1 year.

(b) An application for a license or amendment may
include proposed limits higher than those specified in
410 1AC 5-4-7(a). The board will approve the proposed
limitsif the applicant demonstrates:

(1) That the applicant has made a reasonable effort to

minimize the radioactivity contained in effluents to

unrestricted areas; and

(2) That it is not likely that radioactive material dis-

charged in the effluent would result in the exposure of

anindividual to concentrations of radioactive materia
inair or water exceeding the limits specified in Appen-

dix A, 410 IAC 5-4-27, Tablell.

(c) An application for higher limits pursuant to 410
IAC 5-4-7(b) shall include information demonstrating
that the applicant has made a reasonable effort to mini-
mize the radioactivity discharged in effluents to unre-
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stricted areas, and shall include, as pertinent:

(1) Information as to flow rates, total volume of
effluent, peak concentration of eachradionuclideinthe
effluent, and concentration of each radionuclideinthe
effluent averaged over a period of 1 year at the point
where the effluent leaves a stack, tube, pipe, or similar
conduit;

(2) A description of the properties of the effluents,

including:

(i) Chemical composition,

(if) Physical characteristics, including suspended
solids content in liquid effluents, and nature of gas
or aerosol for air effluents,

(iif) The hydrogen ion concentration (pH) of liquid
effluents, and

(iv) The size range of particulates in effluents
released into air;

(3) A description of the anticipated human occupancy in

the unrestricted area where the highest concentration of

radioactive material from the effluent isexpected, and, in
the case of ariver or stream, a description of water uses
downstream from the point of release of the effluent;

(4) Information asto the highest concentration of each

radionuclide in an unrestricted area, including antici-

pated concentrations averaged over aperiod of 1 year:
(i) Inair at any point of human occupancy, or
(i) In water at points of use downstream from the
point of release of the effluent;

(5) The background concentration of radionuclidesin

the receiving river or stream prior to the release of

liquid effluent;

(6) A description of the environmental monitoring

equipment, including sensitivity of the system, and

procedures and calculations to determine concentra-
tions of radionuclides in the unrestricted area and
possible reconcentrations of radionuclides; and

(7) A description of the waste treatment facilities and

procedures used to reduce the concentration of

radionuclides in effluents prior to their release.

(d) For the purposes of 410 |AC 5-4-7, the concentra-
tion limits in Appendix A, 410 IAC 5-4-27, Table I,
shall apply at the boundary of the restricted area. The
concentration of radioactivematerial discharged through
a stack, pipe or similar conduit may be determined with
respect to the point where the material |eavesthe conduit.
If the conduit discharges within the restricted area, the
concentration at the boundary may be determined by
applying appropriate factors for dilution, dispersion, or
decay between the point of discharge and the boundary.

(e) In addition to limiting concentrations in effluent
streams, the board may limit quantities of radioactive
material released inair or water during aspecified period
of time if it appears that the daily intake of radioactive
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material fromair, water, or food by a suitable sample of
an exposed population group, averaged over aperiod not
exceeding 1 year, would otherwise exceed the daily
intake resulting from continuous exposureto air or water
containing one-third (1/3) the concentration of radioac-
tive material specified in Appendix A, 410 IAC 5-4-27,
Tablell.

(f) The provisions of 410 IAC 5-4-7 do not apply to
disposal of radioactive material into sanitary sewerage
systems, which is governed by 410 IAC 5-4-18.

(9) Inadditionto other requirementsof thispart [4101AC
5-4], licensees engaged in uranium fuel cycle operations
subject to the provisions of 410 IAC 5-3-13 shdl dso
comply with the provisions of 40 CFR Part 190, “Environ-
mental Radiation Protection Standards for Nuclear Power
Operations.” (Indiana Sate Department of Health; Rule
HRH-2,PT D,Sec D.106; filed May 26, 1978, 3:30 pm: 1IR
177; filed Feb 29, 1984, 10: 10am: 7R 901; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-4-8 Bioassay services
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 8. Where necessary or desirablein order toaidin
determining the extent of an individual's exposure to
concentrations of radioactive material, the board may
incorporatelicense provisionsor issuean order requiring
alicenseeor registrant to makeavailableto theindividual
appropriate bioassay servicesand to furnish acopy of the
reports of such services to the board. (Indiana State
Department of Health; Rule HRH-2,PT D,Sec D.107;
filed May 26, 1978, 3:30 pm: 1 IR 178; filed Feb 29,
1984, 10:10 am: 7 IR 902; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC 5-4-9 Surveys
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 9. Each licensee or registrant shall make or cause
to be made such surveys as may be necessary for him to
establish compliance with 410 IAC 5. (Indiana Sate
Department of Health; Rule HRH-2,PT D,Sec D.201;
filed May 26, 1978, 3:30 pm: 1 IR 178; filed Feb 29,
1984, 10:10 am: 7 IR902; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC 5-4-10 Personne monitoring requirements®®
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 10. Each licensee or registrant shall supply
appropriate personnel monitoring equipment to, and shall
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require the use of such equipment by:

(8) Eachindividual who entersarestricted areaunder such
circumstancesthat hereceives, or islikely to receive, adose
in any calendar quarter in excess of 25 percent of the
applicable value specified in 410 IAC 5-4-2(3);

(b) Each individual under 18 years of age who enters
a restricted area under such circumstances that he re-
ceives, or is likely to receive, a dose in any calendar
guarter in excess of 5 percent of the applicable value
specified in 410 IAC 5-4-2(a);

(c) Each individual who enters a high radiation area.

5 After July 1, 1984, all required personnel monitor-
ing equipment must be obtained from personnel dosime-
try processors having an accreditation program approved
by the National Voluntary Laboratory Accreditation
Program (NVLAP) of the National Bureau of Standards.
(Indiana Sate Department of Health; Rule HRH-2,PT
D,Sec D.202; filed May 26, 1978, 3:30 pm: 1 IR 178;
filed Feb 29, 1984, 10:10 am: 7 IR 902; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 IAC 5-4-11 Caution signs and labels; alarm

signals
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 11. (a) General.

(1) Except as otherwise authorized by the board,
symbols prescribed by 410 IAC 5-4-11 shall use the
conventional radiation caution colors (magenta or
purple on yellow background). The symbol prescribed
by this section is the conventional three-blade design:

RADTATION SYMBOL

(A) Cross-hatch areais to be magenta or purple.
(B) Background isto be yellow.
(2) In addition to the contents of signs and labels
prescribed in this section, alicensee or registrant may
provide on or near such signsand labels any additional
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information which may be appropriate in aiding

individuals to minimize exposure to radiation.

(b) Radiation Areas. Each radiation area shall be
conspicuously posted with a sign or signs bearing the
radiation caution symbol and the words:

CAUTIONY™
RADIATION AREA

(c) High Radiation Areas.

(1) Each high radiation area shall be conspicuousy

posted with a sign or signs bearing the radiation

caution symbol and the words:
CAUTIONY™
HIGH RADIATION AREA

(2) Each entrance or access point to a high radiation

areashall be:

(i) Equipped with acontrol device which shall cause
the level of radiation to be reduced below that at
which an individual might receive a dose of 100
milliremsin 1 hour upon entry into the area; or

(ii) Equipped with a control device which shall
energize a conspicuous visible or audible alarm
signal in such a manner that the individual entering
the high radiation areaand the licensee or asupervi-
sor of the activity are made aware of the entry; or
(iii) Maintained locked except during periods when
access to the area is required, with positive control
over each individual entry.

(3) The controls required by 410 IAC 5-4-11(c)(2)
shall be established in such a way that no individual
will be prevented from leaving a high radiation area.
(4) Inthe case of a high radiation area established for
a period of 30 days or less, direct surveillance to
prevent unauthorized entry may be substituted for the
controls required by 410 IAC 5-4-11(c)(2).
(5) Any licensee or registrant may apply to the board
for approval of methods not included in 410 IAC 5-4-
11(c)(2) and (4) for controlling accessto highradiation
areas. Theboardwill approvethe proposed aternatives
if the licensee or registrant demonstrates that the
aternative methods of control will prevent unautho-
rized entry into a high radiation area, and that the
requirement of 410 IAC 5-4-11(c)(3) is met.

(6) Each areain which there may exist radiation levelsin

excess of 500 remsin 1 hour a 1 meter from a seded

radioactive source that is used to irradiate materials shall
have entry control devicesand alarmsmestingthecriteria

specified in Section 20.203(c)(6) of 10 CFR Part 20.

(7) Therequirementsof 4101 AC 5-4-11(c)(6) shall not

apply to radioactive sources that are used in

teletherapy, industrial radiography, or in completely
self-contained irradiators. In the case of open field
irradiators in which certain of the criteria specified in

410 1AC 5-4-11(c)(6) are impracticable, equivalent



413 INDIANA STATE DEPARTMENT OF HEALTH

protection shall be provided by license conditions.

(d) Airborne Radioactivity Areas. Each airborne radioac-
tivity areashal be conspicuoudy posted withasign or signs
bearing the radiation caution symbol and the words:

CAUTIONY™
AIRBORNE RADIOACTIVITY AREA

(e) Additional Requirements.

(1) Each area or room in which any radioactive meterid,

other than natural uranium or thorium, isused or soredin

an amount exceeding 10 times the quantity of radioactive
materia specified in Appendix B, 410 IAC 5-4-28, shall
be conspicuoudy posted with a sign or signs bearing the
radiation caution symbol and the words:
CAUTIONY™
RADIOACTIVE MATERIAL

(2) Each area or room in which natural uranium or tho-

riumis used or stored in an amount exceeding 100 times

the quantity specified in Appendix B, 410 IAC 5-4-28,

shall be conspicuoudy posted with asign or signsbearing

the radiation caution symbol and the words:
CAUTION™
RADIOACTIVE MATERIAL

(f) Containers.

(1) Except as provided in 410 IAC 5-4-11(f)(3) each

container of radioactive material shal bear a durable,

clearly visible label identifying the radioactive contents.

(2) A labd required pursuant to 410 IAC 5-4-11(f)(1)

shall bear the radiation caution symbol and the words:

CAUTIONY
RADIOACTIVE MATERIAL

It shall also provide sufficient information' to permit

individuals handling or using the containers, or work-

ing inthevicinity thereof, to take precautionsto avoid

Or minimize exposures.

(3) Notwithstanding the provisions of 410 IAC 5-4-

11(f)(1) labeling is not required:

(i) For containers that do not contain radioactive
material in quantities greater than the applicable
guantities listed in Appendix B, 410 |AC 5-4-28;
(i) For containers containing only natural uranium
or thorium in quantities no greater than 10 times the
applicable quantities listed in Appendix B, 410 1AC
5-4-28;

(iii) For containers that do not contain radioactive
material inconcentrationsgreater thantheapplicable
concentrations listed in Appendix A, 410 IAC 5-4-
27, Tablel, Column 2;

(iv) For containers when they are attended by an
individual who takes the precautions necessary to
prevent the exposureof any individual to radiation or
radioactive material in excess of the limits estab-
lished by 410 IAC 5-4;

(v) For containers when they are in transport and
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packaged and label ed in accordance with regulations
published by theU.S. Department of Transportation;
(vi) For containers which are accessible only to
individuals authorized to handle or use them'? or to
work in the vicinity thereof, provided that the con-
tents are identified to such individuals by a readily
available written record; and

(vii) For manufacturing and process equipment such
as piping and tanks.

(4) Each licensee or registrant shall, prior to disposal

of an empty uncontaminated container to unrestricted

areas, remove or deface the radioactive material |abel
or otherwise clearly indicate that the container no
longer contains radioactive material.

(g) All radiation machines shall belabeled in amanner
which cautions individuals that radiation is produced
when the machine is being operated.

9 Or “Danger.”

W As appropriate, the information will include radia-
tionlevels, kindsof material, estimate of activity, datefor
which activity is estimated, etc.

2 For example, containersin locations such as water-
filled cands, storage vaullts, or hot cells. (Indiana Sate
Department of Health; Rule HRH-2,PT D,Sec D.203;
filed May 26, 1978, 3:30 pm: 1 IR 178; filed Feb 29,
1984, 10:10 am: 7 IR903; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

410 1AC 5-4-12 Exceptionsto posting requirements
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 12. Notwithstanding the provisionsof 410 1AC 5-
4-11:

(a) A room or areais not required to be posted with a
caution sign because of the presence of a sealed source,
provided theradiation level 12 inchesfromthe surface of
the source container or housing does not exceed 5
millirem per hour.

(b) Roomsor other areasin hospita sarenot required to be
posted with caution signs, and control of entrance or access
thereto pursuant to 410 IAC 5-4-11(c) is not required,
because of the presence of patients containing radioactive
materid provided that thereare personnd in attendancewho
will take the precautions necessary to prevent the exposure
of any individua to radiation or radioactive materia in
excess of the limits established in 410 IAC 5-4.

(c) Caution signsare not required to be posted in areas
or rooms containing radioactive material for periods of
less than 8 hours provided that (1) the material is con-
stantly attended during such periods by an individual
who shall take the precautions necessary to prevent the
exposure of any individual to radiation or radioactive
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meaterial in excess of the limits established in 410 1AC 5-
4, and (2) such areaor roomis subject to thelicensee's or
registrant's control.

(d) A room or other areais not required to be posted with
acaution sign, and control is not required for each entrance
or access point to a room or other area which is a high
radiation area solely because of the presence of radioactive
meateria prepared for transport and packaged and labeled in
accordance with regulations of the U.S. Department of
Trangportation. (Indiana Sate Department of Health; Rule
HRH-2,PT D,Sec D.204; filed May 26, 1978, 3:30pm: 1IR
180; filed Feb 29, 1984, 10: 10am: 7 IR904; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-4-13 Instruction of personnel
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 13. Ingtructions required for individuals working in
or frequenting any portion of arestricted area are specified
in 410 IAC 5-10-3. (Indiana Sate Department of Health;
RuleHRH-2,PT D,Sec D.205; filed May 26, 1978, 3:30 pm:
1IR180; filed Feb 29,1984, 10: 10 am: 7 1R 905; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-4-14 Storage of radiation sour ces
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 14. (a) Sources of radiation shall be secured
against unauthorized removal from the place of storage.

(b) Sources of radiation in an unrestricted areaand not
in storage shall betended under the constant surveillance
and immediate control of the licensee or registrant.
(Indiana Sate Department of Health; Rule HRH-2,PT
D,Sec D.206; filed May 26, 1978, 3:30 pm: 1 IR 180;
filed Feb 29, 1984, 10:10 am: 7 IR 905; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 IAC 5-4-15 Proceduresfor receiving packages
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 15. (a)(1) Each licensee or registrant who expectsto
receive a package containing quantities of radioactive
materia in excess of the Type A quantities specified in the
table of exempt and type A quantitiesin this section shall:

(i) Make arrangements to receive the package when it

isofferedfor delivery by the carrier if the packageisto

be delivered to the licensee's or registrant's facility by
the carrier; or

(ii) Makearrangementstoreceivenotificationfromthe

carrier of the arrival of the package, at the time of

arrival if the packageisto be picked up by the licensee
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or registrant at the carrier's terminal.

(2) Each licensee or registrant who picks up a package
of radioactivemateria fromacarrier'sterminal shall pick
up the package expeditiously upon receipt of notification
from the carrier of itsarrival.

(b)(1) Each licensee or regisirant, upon receipt of a
package of radioactive materia, shal monitor the external
surfaces of the package for radioactive contamination
caused by leakage of the radioactive contents. The monitor-
ing shall be performed as soon as practicable after receipt,
but no later than 3 hours after the packageis received at the
licensee's facility if received during the licensee's normal
working hoursor 18 hoursif received after normal working
hours. Such monitoring need not be performed on:

(i) Packages containing no more than the exempt

quantity specified in the table of exempt and type A

quantitiesin this section;

(i) Packages containing no morethan 10 millicuries of

radioactive material consisting solely of tritium,

carbon-14, sulfur-35, or iodine-125;

(iii) Packages containing only radioactive materia as

gases or in specia form;

(iv) Packagescontaining only radioactive materid inother

thanliquidform,includingMo-99/Tc-99mgenerators, and

not exceeding the Type A quantity limit specified in the
tablefollowing 410 IAC 5-4-15(b); and

(v) Packages containing only radionuclides with half-

lives of less than 30 days and a total quantity of no

more than 100 millicuries.

(2) If removabl eradioactive contamination in excess of
0.01 microcurie (22,200 transformations per minute) per
100 square centimeters of package surface is found on
the external surfaces of the package, the licensee or
registrant shall immediately notify by telephone or
mailagram, the final delivering carrier and the board.

Table of Exempt and Type A Quantities
Exempt Quantity  Type A Quantity

Transport Group ¥ Limit (Millicuries)  Limit (Curies)
| 0.01 0.001
1 0.1 0.050
11 1 3

v 1 20

\% 1 20

\ 1 1,000

VIl 25,000 1,000
Specia form ¥ 1 20

¥The definitions of “transport group” and “special form” are
specified in 410 IAC 5-1-2.

(c)(2) Each licensee or registrant, upon receipt of a
package containing quantities of radioactive material in
excess of the Type A quantities specified in the table of
exempt and type A quantities above, other than those
transported by exclusive use vehicle, shall monitor the
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radiation levels external to the package. The package
shall be monitored as soon as practicable after receipt,
but no later than three hours after the packageisreceived
at the licensee's facility if received during the licensee's
normal working hours or 18 hours if received after
normal working hours.

(2) If radiation level sare found on the external surface
of the package in excess of 200 millirems per hour, or in
excess of 10 millirems per hour at 3 feet from the exter-
nal surface of the package, thelicensee or registrant shall
immediately notify, by telephone and telegraph, thefinal
delivering carrier and the board.

(d) Each licensee or registrant shall establish and
maintain procedures for safely opening packages in
which radioactive material is received and shall assure
that such procedures are followed and that due consider-
ation is given to specia instructions for the type of
package being opened. (Indiana State Department of
Health; Rule HRH-2,PT D,Sec D.207; filed May 26,
1978, 3:30 pm: 1 IR 180; filed Feb 29, 1984, 10:10 am:
7 IR 905; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 IAC 5-4-16 Waste disposal; general provisions
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 16. General Requirement. No licensee or regis-
trant shall dispose of any radioactive material except:

(a) By transfer to an authorized recipient as provided
in410 IAC 5-3-22, or

(b) Asauthorized pursuant to 410 IAC 5-4-7, 410 |AC
5-4-17, 410 IAC 5-4-18 or 410 IAC 5-4-19. (Indiana
Sate Department of Health; Rule HRH-2,PT D,Sec
D.301; filed May 26, 1978, 3:30 pm: 1 1R 181; filed Feb
29, 1984, 10:10 am: 7 IR 906; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 IAC 5-4-17 Approval of proposed disposal pro-

cedures
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 17. (4) Any person may apply to the board for
approva of proposed procedures to dispose of radioac-
tive material inamanner not otherwise authorizedin this
section. Each application shall include a description of
the radioactive material, including the quantities and
kinds of radioactive material and levels of radioactivity
involved, and the proposed manner and conditions of
disposal. Theapplication, where appropriate, should also
include an analysis and evaluation of pertinent informa-
tion as to the nature of the environment, including
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topographical, geological, meterological, and hydrologi-
cal characteristics; usage of ground and surfacewatersin
the general area; the nature and location of other poten-
tially affected facilities; and proceduresto be observed to
minimize therisk of unexpected or hazardous exposures.
(b) The board will not approve any application for a
licenseto receiveradioactive material from other persons
for disposal on land not owned by a state or the federal
government. (Indiana State Department of Health; Rule
HRH-2,PT D,Sec D.302; filed May 26, 1978, 3:30 pm:
1 IR 181; filed Feb 29, 1984, 10:10 am: 7 IR 906;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 IAC 5-4-18 Release into sanitary sewerage sys

tem
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 18. (a) No licensee or registrant shall discharge
radioactive material into a sanitary sewerage system
unless:

(1) itisreadily soluble or dispersible in water;

(2) the quantity of any radioactive material released

into the system by the licensee in any one day does not

exceed the larger of:

(i) The quantity which, if diluted by the average
daily quantity of sewage released into the sewer by
the licensee, will result in an average concentration
not greater than the limits specified in Appendix A,
4101AC 5-4-27, Table I, Column 2, or

(i1) 10 times the quantity of such materia specified
in Appendix B, 410 IAC 5-4-28;

(3) Thequantity of any radioactive material releasedin
any one month, if diluted by the average monthly
quantity of water released by the licensee, will not
result in an average concentration exceeding the limits
specified in Appendix A, 410 IAC 5-4-27, Table I,
Column 2; and
(4) The gross quantity of radioactive material, exclud-
ing hydrogen-3 and carbon-14, released into the
sewage system by the licensee does not exceed 1 curie
per year. The quantities of hydrogen-3 and carbon-14
released into the sanitary sewage system may not
exceed 5 curiesper year for hydrogen-3 and 1 curie per
year for carbon-14.

(b) Nolicenseeor registrant shall dischargeradioactive
material into an individual sewage disposal system used
for the treatment of wastewater serving only a single
dwelling, office building, industrial plant, or institution
except as specifically approved by the board pursuant to
410 IAC 5-4-7 and 410 IAC 5-4-17.

(c) Excreta from individuals undergoing medical
diagnosis or therapy with radioactive material shall be
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exempt from any limitations contained in 410 IAC 5-4-
18. (Indiana Sate Department of Health; Rule HRH-
2,PT D,Sec D.303; filed May 26, 1978, 3:30 pm: 1 IR
181; filed Feb 29, 1984, 10: 10 am: 7 IR 907; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-4-19 Burial in soil
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 19. No licensee shall dispose of radioactive
material by burial in soil except as specifically approved
by the board pursuant to 410 IAC 5-4-17. (Indiana State
Department of Health; Rule HRH-2,PT D,Sec D.304;
filed May 26, 1978, 3:30 pm: 1 IR 182; filed Feb 29,
1984, 10:10 am: 7 IR907; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

410 |AC 5-4-20 Incineration
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 20. No licensee shdl incinerate radioactive
material for the purpose of disposal or preparation for
disposal except as specifically approved by the board
pursuantto 410 1AC 5-4-7and 410 AC5-4-17. (Indiana
Sate Department of Health; Rule HRH-2,PT D,Sec
D.305; filed May 26, 1978, 3:30 pm: 1 IR 182; filed Feb
29, 1984, 10:10 am: 7 IR 907; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-4-20.5 Exceptions to disposal require-

ments
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 20.5. (a) Any licenseeor registrant may dispose of
the following radioactive material without regard to its
radioactivity:

(2) 0.05 microcurieor lessof hydrogen-3 or carbon-14
per gram of medium used for liquid scintillation
counting, and
(2) 0.05 microcurieor lessof hydrogen-3 or carbon-14
per gram of animal tissue averaged over the weight of
theentireanimal; provided, however, tissuemay not be
disposed of under 410 IAC 5-4-20.5 in a manner that
would permit its use either as food for humans or as
animal feed.

(b) Nothingin 410 1AC 5-4-20.5(a), however, relieves
thelicensee or registrant of maintaining records showing
the receipt, transfer and disposal of such radioactive
material as specified in 410 IAC 5-1-4.

(¢) Nothing in 410 IAC 5-4-20.5(a) relieves the
licensee or registrant from complying with other applica-
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blefederal, state, and local rules and regulations govern-
ing any other toxic or hazardous property of these
materials. (Indiana State Department of Health; 4101AC
5-4-20.5; filed Feb 29, 1984, 10:10 am: 7 IR 907;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1 AC 5-4-21 Recor dkeeping requirements
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 21. (@) Each licensee or registrant shall maintain
records showing the radiation exposures of al individu-
alsfor whom personnel monitoring isrequired under 410
IAC 5-4-10. Such records shall be kept on board form
“Z”, in accordance with theinstructions contained in that
form, or on clear and legible records containing all the
information required by board form “Z”. The doses
entered on the forms or records shall be for periods of
time not exceeding 1 calendar quarter.

(b) Eachlicensee or registrant shall maintainrecordsin
the same units used in 410 |AC 5-4, showing the results
of surveys required by 410 IAC 5-4-9, monitoring
required by 410 IAC 5-4-15(b) and (c), and disposals
made under 410 IAC 5-4-17, 410 IAC 5-4-18, and 410
IAC 5-4-19.

(c)(2) Records of individual exposureto radiation and
to radioactive material which must be maintained pursu-
ant to the provisionsof 410 |AC 5-4-21(a) and records of
bioassays, including results of whole body counting
examinations, made pursuant to 410 |AC 5-4-8 shall be
preserved until the board authorizes their disposition.

(2) Records of the results of surveys and monitoring
which must bemaintained pursuant to 410 | AC 5-4-21(b)
shall be preserved for 2 years after the completion of the
survey except that the following records shall be main-
tained until the board authorizes their disposition:

(i) records of the results of surveys to determine

compliance with 410 IAC 5-4-4(a);

(if) in the absence of personnel monitoring data,

records of the results of surveysto determine external

radiation dose; and

(iii) records of the results of surveys used to evaluate

therelease of radioactive effluentsto the environment.

(3) Records of disposa of licensed material made
pursuant to 410 IAC 5-4-17,4101AC 5-4-18 or 410 1AC
5-4-19 shall be maintained until the board authorizes
their disposition.

(4) Records which must be maintained pursuant to 410
IAC 5-4-21 may be the original or areproduced copy or
microform if such reproduced copy or microformisduly
authenticated by authorized personnel and themicroform
is capable of producing a clear and legible copy after
storage for the period specified by board rules.
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(5) If there is a conflict between the board's rulesin
4101AC5-4-21, license condition, or other written board
approval or authorization pertaining to the retention
period for the same type of record, the retention period
specified intherulesin 410 |AC 5-4-21 for such records
shall apply unless the board, pursuant to 410 IAC 5-1-
3(a), has granted a specific exemption from the record
retention requirements specified in 410 IAC 5-4-21.

(d) The discontinuance of, or curtailment of, activities
does not relieve the licensee or registrant of responsibil-
ity for retaining all records required by 410 IAC 5-4-21.
A licensee or registrant may, however, request the board
to accept such records. The acceptance of the records by
theboard relievesthelicenseeor registrant of subsequent
responsibility only in respect to their preservation as
required by 410 IAC 5-4-21. (Indiana State Department
of Health; Rule HRH-2,PT D,Sec D.401; filed May 26,
1978, 3:30 pm: 1 IR 182; filed Feb 29, 1984, 10:10 am:
7 IR 908; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 IAC 5-4-22 Theft or loss of sources; reporting
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 22. Each licensee or registrant shall report by
telephone or mailgram to the board the theft or loss of
any source of radiation immediately after such occur-
rence becomes known. (Indiana State Department of
Health; Rule HRH-2,PT D,Sec D.402; filed May 26,
1978, 3:30 pm: 1 1R 182; filed Feb 29, 1984, 10:10 am:
7 IR 908; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 IAC 5-4-23 Incident reports
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 23. () Immediate Notification. Each licensee or
registrant shall immediately notify theboard by tel ephone
and telegraph of any incident involving any source of
radiation possessed by him and which may have caused
or threatens to cause:

(1) adose to the whole body of any individual of 25
rems or more of radiation; a dose to the skin of the
whole body of any individual of 150 rems or more of
radiation; or a dose to the feet, ankles, hands, or
forearms of any individual of 375 rems or more of
radiation; or

(2) therel ease of radioactive material in concentrations

which, if averaged over a period of 24 hours, would

exceed 5,000 times the limits specified for such
materialsin Appendix A, 410 IAC 5-4-27, Tablell; or
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(3) aloss of 1 working week or more of the operation

of any facilities affected; or

(4) damage to property in excess of $200,000.

(b) Twenty-four Hour Notification. Each licensee or
registrant shall within 24 hours notify the board by
telephone or mailgram of any incident involving any
source of radiation possessed by him and which may
have caused or threatens to cause:

(1) A dose to the whole body of any individua of 5

rems or more of radiation; a dose to the skin of the

whole body of any individual of 30 rems or more of
radiation; or a dose to the feet, ankles, hands, or
forearms of 75 rems or more of radiation; or

(2) The release of radioactive material in concentra-

tions which, if averaged over a period of 24 hours,

would exceed 500 times the limits specified for such
materialsin Appendix A, 410 |AC 5-4-27, Tablell; or

(3) A loss of 1 day or more of the operation of any

facilities affected; or

(4) Damage to property in excess of $2,000.

(c) Any report filed with the board pursuant to 410
IAC 5-4-23 shall be prepared in such a manner that
names of individual s who have received excessive doses
will be stated in a separate part of the report. (Indiana
Sate Department of Health; Rule HRH-2,PT D,Sec
D.403; filed May 26, 1978, 3:30 pm: 1 IR 182; filed Feb
29, 1984, 10:10 am: 7 IR 909; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 I1AC 5-4-24 Overexposurereports
Authority: |1C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 24. (a) In addition to any notification required by
410 1AC 5-4-23, each licensee or registrant shall makea
report in writing within 30 days to the board of:

(1) each exposure of an individual to radiation in

excess of the applicable standardsin 410 IAC 5-4-2 or

410 1AC 5-4-5(a) or the licensg;

(2) each exposure of an individua to radioactive

material in excess of the applicable limitsin 410 IAC

5-4-4(8)(1), 410 IAC 5-4-4(8)(2), 410 1 AC 5-4-5(b) or
the licenseg;

(3) levels of radiation or concentrations of radioactive

material in a restricted area in excess of any other

applicable limit in the license;

(4) any incident for which notification is required by

410 1AC 5-4-23; and

(5) levels of radiation or concentrations of radioactive

material, whether or not involving excessive exposure

of any individual, in an unrestricted areain excess of

10timesany applicablelimit set forth in thispart [ 410

IAC 5-4] or inthelicense.
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(b) Each report required under 410 |AC 5-4-24 shall
describetheextent of exposureof individual storadiation
or to radioactive material, including estimates of each
individual's exposure as required by 410 IAC 5-4-24;
levels of radiation and concentrations of radioactive
material involved; the cause of the exposure, levels or
concentrations; and corrective steps taken or planned to
assure against a recurrence.

(c) Any report filed with the board pursuant to 410
IAC 5-4-24 shall includefor eachindividual exposed the
name, socia security number, and the date of birth, and
an estimate of the individual's dose. The report shall be
prepared so that this information is stated in a separate
part of the report. (Indiana Sate Department of Health;
Rule HRH-2,PT D,Sec D.405; filed May 26, 1978, 3:30
pm: 1 1R 183; filed Feb 29, 1984, 10:10 am: 7 IR 909;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101 AC5-4-25 Vacating premises, decontamination
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 25. Each specific licensee or registrant shall, no
less than 30 days before vacating or relinquishing
possession or control of premises which may have been
contaminated with radioactive material as aresult of his
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26, 1978, 3:30 pm: 1 IR 183; filed Feb 29, 1984, 10:10
am: 71R910; readopted filed Jul 11, 2001, 2:23 p.m.: 24
IR 4234)

410 1AC 5-4-26 Notice and report to exposed indi-

viduals
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 26. (a) Requirements for notification and reports
to individuals of exposure to radiation or radioactive
material are specified in 410 IAC 5-10-4.

(b) When alicensee or registrant is required pursuant
to 410 1AC 5-4-24 to report to the board any exposure of
an individual to radiation or radioactive material, the
licensee or registrant shall also notify the individual.
Such notice shall be transmitted at a time not later than
the transmittal to the board, and shall comply with the
provisions of 410 1AC 5-10-4(a). (Indiana Sate Depart-
ment of Health; Rule HRH-2,PT D,Sec D.408; filed May
26,1978, 3:30 pm: 1 IR 183; filed Feb 29, 1984, 10:10
am: 71R910; readopted filed Jul 11, 2001, 2:23p.m.: 24
IR 4234)

410 |AC 5-4-27 Concentrations in air and water
above natural background; Ap-

activities, notify the board in writing of intent to vacate. pendix A
When deemed necessary by the board, the licensee or Authority: 1C 16-41-35-26; I C 16-41-35-29
registrant shall decontaminate the premises in such a Affected:  1C 16-41-35
manner asthe board may specify. (Indiana Sate Depart-
ment of Health; Rule HRH-2,PT D, Sec D.407: filed May Sec. 27.
APPENDIX A
CONCENTRATIONS IN AIRAND WATER ABOVE NATURAL BACKGROUND
Tablel Tablell
I sotope Columnl Column2 Columnl Column?2
Air Water Air Water
Element (atomic_number) (uCi/mi) (uCi/mi) (uCi/mi) (uCi/mi)
Actinium (89) Ac-227 S 20x10%2 6x10° 8x10 2x10®
| 3x10 o9x103 ox10% 3x10*
Ac-228 S 8x10® 3x103 3x10° 9x10°
| 2x10® 3x103 6x101° 9x10°
Americium (95) Am-241 S 6x10"2 1x10* 2x10% 4x10°
| 1x10™° 8x10* 4x10°%2 3x10°
Am-242m S 6x10%2 1x10* 2x10% 4x10°®
| 3x10%° 3x103 ox10*% 9x10°
Am-242 S 4x10°® 4x10° 1x10° 1x10*
| 5x10® 4x10° 2x10° 1x10*
Am-243 S 6x10%2 1x10* 2x10% 4x10°®
| 1x10™° 8x10* 4x10°%2 3x10°
Am-244 S 4x10° 1x10? 1x107 5x103
| 2x10° 1x10? 8x107 5x103
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Antimony (51)

Argon (18)

Arsenic (33)

Astatine (85)

Barium (56)

Berkelium (97)

Beryllium (4)

Bismuth (83)

Bromine (35)

Cadmium (48)

Calcium (20)
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Sh-122

Sb-124

Sb-125

Ar-37

Ar-41

As73

As-74

AS-76

As-77

At-211

Ba-131

Ba-140

Bk-249

Bk-250

Be-7

Bi-206

Bi-207

Bi-210

Bi-212

Br-82

Cd-109

Cd-115m

Cd-115

Ca45

Ca47

_(D_(D_U)_U)_(I)_(I)_(D_U)_(D_(D_U)_U)_U)_U)_U)_U)_(/)_U)_U)_U)g)g)_(/)_(/)_(/)

bﬂ

(o

2x107
1x107
2x107
2x108
5x107
3x10°8
6x10°
2x10°
2x10°
4x107
3x107
1x107
1x107
1x107
5x107
4x107
7x10°
3x10°8
1x10°®
4x107
1x107
4x108
9x10*°
1x107
1x107
1x10°®
6x10°
1x10°®
2x107
1x107
2x107
1x108
6x10°
6x10°
1x107
2x107
1x10°®
2x107
5x108
7108
4x108
4x108
2x107
2x107
3x10°8
1x107
2x107
2x107

8x10*
8x10*
7x10*
7x10*
3x10°3
3x10°

1x102
1x10?
2x10°
2x10°
6x10*
6x10*
2x10°
2x10°
5x10°
2x10°
5x1073
5x1073
8x10*
7x10*
2x102
2x102
6x10°
6x10°
5x102
5x102
1x103
1x103
2x10°
2x10°
1x103
1x103
1x102
1x102
8x1073
1x103
5x1073
5x10°
7x10*
7x10*
1x103
1x103
3x10*
5x1073
1x103
1x103

6x10°
5x10°
5x10°
7x101°
2x108
9x10*°
1x10*
4x108
7108
1x108
1x10%°
4x10°
4x10°
3x10°
2x108
1x108
2x101°
1x10°
4x108
1x108
4x10°
1x10°
3x10
4x10°
5x10°
4x108
2x107
4x108
6x10°
5x10°
6x10°
5x10*°
2x101°
2x101°
3x10°
7x10°
4x108
6x10°
2x10°
3x10°
1x10°
1x10°
8x10°
6x10°
1x10°
4x10°
6x10°
6x10°

410 1AC 5-4-27

3x10°
3x10°
2x10°
2x10°
1x10*
1x10*

5x10*
5x10*
5x10°
5x10°
2x10°
2x10°
8x10°
8x10°
2x10°
7x10°
2x10*
2x10*
3x10°
2x10°
6x10*
6x10*
2x10*
2x10*
2x10°
2x10°
4x10°
4x10°
6x10°
6x10°
4x10°
4x10°
4x10*
4x10*
3x10*
4x10°
2x10*
2x10*
3x10°
3x10°
3x10°
4x10°
9x10°
2x10*
5x10°
3x10°
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Cdifornium (98)

Carbon (6)

Cerium (58)

Cesium (55)

Chlorine (17)

Chromium (24)

Cobalt (27)

Copper (29)
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Cf-249
Cf-250
Cf-251
Cf-252
Cf-253
Cf-254
C-14
(Co,)
Ce-141
Ce-143
Ce-144
Cs131
Cs-134m
Cs-134
Cs-135
Cs-136
Cs-137
Cl-36
Cl-38
Cr-51
Co-57
Co-58m
Co-58
Co-60

Cu-64

_U)_(I)_(I)_U)_U)_U)_(D_(D_(D_(/)_(/)_(/)_(D_(D_U)_U)_U)E)U)_U)_U)_U)_U)_U)_(D

bﬂ

2x10*2
1x10%°
5x10*2
1x10%°
2x10*2
1x10%°
6x10"2
3x10
8x10*°
8x10*°
5x10*2
5x10*2
4x10°
5x10°
4x107
2x107
3x107
2x107
1x108
6x10°
1x10°
3x10°
4x10°
6x10°
4x108
1x108
5x107
9x108
4x107
2x107
6x108
1x108
4x107
2x108
3x10°
2x10°
1x10°
2x10°
3x10°
2x107
2x10°
9x10°
8x107
5x108
3x107
9%x10°
2x10°
1x10°®

1x10*
7x10*
4x10*
7x10*
1x10*
8x10*
2x10*
2x10*
4x107
4x107
4x10°
4x10°
2x102

3x10°3
3x10°
1x103
1x103
3x10*
3x10*
7%x102
3x102
2x10*
3x102
3x10*
1x103
3x10°
7x10°
2x10°
2x10°
4x10*
1x103
2x10°
2x10°
1x102
1x102
5x102
5x102
2x102
1x102
8x102
6x102
4x107
3x10°
1x103
1x103
1x102
6x10°

5x10%
3x10*2
2x10"8
3x10*2
6x10%
3x10*2
2x10"8
1x10%
3x10
3x10
2x10"8
2x10"8
1x107
1x10°®
2x108
5x10°
9%x10°
7x10°
3x10%°
2x101°
4x107
1x107
1x10°®
2x107
1x10°
4x101°
2x108
3x10°
1x108
6x10°
2x10°
5x10*°
1x108
8x10*°
9%x108
7108
4x107
8x108
1x107
6x10°
6x107
3x107
3x10°8
2x10°
1x108
3x10%°
7108
4x108

4x10°
2x10°
1x10°
3x10°
4x10°
3x10°
7x10°
7x10°
1x10*
1x10*
1x107
1x107
8x10*

9x10°
9x10°
4x10°
4x10°
1x10°
1x10°
2x10°
9x10*
6x10°
1x103
9x10°
4x10°
1x10*
2x10*
9x10°
6x10°
2x10°
4x10°
8x10°
6x10°
4x10*
4x10*
2x10°
2x10°
5x10*
4x10*
3x10°3
2x10°
1x10*
9x10°
5x10°
3x10°
3x10*
2x10*

420
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Curium (96)

Dysprosium (66)

Einsteinium (99)

Erbium (68)

Europium (63)

Fermium (100)

Fluorine (9)

INDIANA STATE DEPARTMENT OF HEALTH

Cm-242
Cm-243
Cm-244
Cm-245
Cm-246
Cm-247
Cm-248
Cm-249
Dy-165
Dy-166
Es-253
Es-254m
Es-254
Es-255
Er-169
Er-171
Eu-152
(T=9.2 hrg)
Eu-152
(T=13yrs)
Eu-154
Eu-155
Fm-254
Fm-255

Fm-256

F-18

0T unuT-TununT-TunTununTTununTununTuonTunTuounT T OHTOLTOLOTOLTLOTOLOTOLTOLOTOLTOLTOTO LW

1x10%°
2x101°
6x10"2
1x10%°
9x10*2
1x10%°
5x10*2
1x10%°
5x10*2
1x10%°
5x10*2
1x10%°
6x10"
1x10%
1x10°
1x10°
3x10°
2x10°
2x107
2x107
8x10%°
6x10*°
5x10°
6x10°
2x101
1x10%°
5x10%°
4x101°
6x107
4x107
7x107
6x107
4x107
3x107
1x108
2x108
4x10°
7%x10°
9%x108
7108
6x108
7108
2x108
1x108
3x10°
2x10°
5x10°
3x10°

7x10*
7x10*
1x10*
7x10*
2x10*
8x10*
1x10*
8x10*
1x10*
8x10*
1x10*
6x10*
1x10°
4x10°
6x102
6x102
1x102
1x10?
1x103
1x103
7x10*
7x10*
5x10*
5x10*
4x10*
4x10*
8x10*
8x10*
3x10°
3x10°
3x10°
3x10°3
2x10°
2x10°
2x10°
2x10°
6x10*
6x10*
6x10°
6x10°
4x107
4x107
1x103
1x103
3x10°
3x10°
2x102
1x102

4x10*2
6x10"2
2x10"8
3x10*2
3x10™
3x10*2
2x10"8
4x1012
2x10"8
4x10*2
2x10"8
4x1012
2x10%
4x10"
4x107
4x107
9%x108
7108
8x10°
7x10°
3x10
2x101
2x101°
2x101°
6x10"
4x1012
2x101
1x10%
2x108
1x108
2x108
2x108
1x108
1x108
4x101°
6x10"°
1x10%°
2x101°
3x10°
3x10°
2x10°
2x10°
6x10"°
4x101°
1x10%°
6x10"
2x107
9%x108

410 1AC 5-4-27

2x10°
2x10°
5x10°
2x10°
7x10°
3x10°
4x10°
3x10°
4x10°
3x10°
4x10°
2x10°
4x107
1x10°®
2x10°
2x10°
4x10*
4x10*
4x10°
4x10°
2x10°
2x10°
2x10°
2x10°
1x10°
1x10°
3x10°
3x10°
9x10°
9x10°
1x10*
1x10*
6x10°
6x10°
8x10°
8x10°
2x10°
2x10°
2x10*
2x10*
1x10*
1x10*
3x10°
3x10°
9x10”7
9x10”7
8x10*
5x10*



410 IAC 5-4-27

Gadolinium (64)

Gallium (31)

Germanium (32)

Gold (79)

Hafnium (72)
Holmium (67)

Hydrogen (1)

Indium (49)

lodine (53)

INDIANA STATE DEPARTMENT OF HEALTH

Gd-153

Gd-159

Ga-72

Ge-68

Ge-71

Au-195

AuU-196

Au-198

Au-199

Hf-181

Ho-166

H-3

In-113m

In-114m

In-115m

In-115

[-125

[-126

[-129

[-131

[-132

[-133

1-134

[-135

U)_U)_U)_U)_U)_U)_U)_U)_U)_U)_U)_U)g)_(l)_(/)_U)_U)_U)_U)_U)_U)_U)_U)_U)_U)

2x107
9x108
5%x107
4x107
2x107
2x107
7x107
2x108
1x10°
6x10°
2x107
6x108
1x10°®
6x107
3x107
2x107
1x10°®
8x107
4x108
7108
2x107
2x107
5x10°
5x10°
2x10°
8x10°
7x10°
1x107
2x108
2x10°
2x10°
2x107
3x10°8
5x10°
2x107
8x10°
3x107
2x10°
7108
9%x10°
3x107
2x107
9%x107
3x10°8
2x107
5%x107
3x10°
1x107

6x10°
6x10°
2x10°
2x10°
1x103
1x103
3x10°
3x10°
5x102
5x102
7x10*
7x10*
5x1073
4x107
2x10°
1x103
5x1073
4x107
2x10°
2x10°
9x10*
9x10*
1x10*
1x10*

4x102
4x102
5x10*
5x10*
1x102
1x102
3x10°3
3x10°
4x10°
6x10°
5x10°
3x10°3
1x10°
6x10°
6x10°
2x10°
2x10°
5x1073
2x10*
1x103
4x107
2x102
7x10*

8x10°
3x10°
2x108
1x108
8x10°
6x10°
2x107
5x10°
4x107
2x107
7108
2x108
4x108
2x108
1x108
8x10°
4x108
3x10°8
1x10°
3x10°
7x10°
6x10°
2x107
2x107
4x10°
3x107
2x107
4x10°
7x101°
8x108
6x108
9%x10°
1x10°
8x10
6x10°
ox10
1x108
2x101
2x10°
1x10%°
1x108
3x10°
3x10°8
4x101°
7x10°
6x10°
1x107
1x10°

2x10*
2x10*
8x10°
8x10°
4x10°
4x10°
9x10*
9x10*
2x10°
2x10°
2x10*
2x10*
2x10*
1x10*
5x10°
5x10°
2x10*
2x10*
7x10°
7x10°
3x10°
3x10°
3x10°
3x10°

1x103
1x103
2x10°
2x10°
4x10*
4x10*
9x10°
9x10°
2x107
2x10*
3x107
9x10°
6x108
2x10*
3x107
6x10°
8x10°
2x10*
1x10°®
4x10°
2x10°
6x10*
4x10°

422
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Iridium (77)

Iron (26)

Krypton (36)

Lanthanum (57)

Lead (82)

Lutetium (71)

Manganese (25)

Mercury (80)

Molybdenum (42)

Neodymium (60)

Neptunium (93)

INDIANA STATE DEPARTMENT OF HEALTH

Ir-190
Ir-192
Ir-194
Fe-55
Fe-59
Kr-85m
Kr-85
Kr-87
Kr-88
La-140
Pb-203
Pb-210
Pb-212
Lu-177
Mn-52
Mn-54
Mn-56
Hg-197m
Hg-197
Hg-203
Mo-99
Nd-144
Nd-147
Nd-149
Np-237

Np-239

— 0T nTnT-onT un—

Sub?

Sub
Sub
Sub

nw-un-unun-TunTunTunTunTuonunTuTunTunuTunTununTLwTnTnu o on

4x107
1x10°®
4x107
1x107
3x10°8
2x107
2x107
9%x107
1x10°®
1x107
5x108
6x10°
1x10°
1x10°®
1x10°®
2x107
1x107
3x10°
2x10°
1x10%°
2x101°
2x108
2x108
6x107
5%x107
2x107
1x107
4x107
4x108
8x107
5%x107
7x107
8x107
1x10°®
3x10°
7x10°8
1x107
7107
2x107
8x10"
3x10%°
4x107
2x107
2x10°
1x10°®
4x1012
1x10%°
8x107

2x10°
6x10°
5x1073
1x103
1x103
1x103
9x10*
2x102
7%x102
2x10°
2x10°

7x10*
7x10*
1x10?
1x102
4x10°
5x1073
6x10*
5x10*
3x10°
3x10°
1x103
9x10*
4x107
3x10°
4x107
3x10°
6x10°
5x1073
9x10°3
1x102
5x10*
3x10°3
5x1073
1x103
2x10°
2x10°
2x10°
2x10°
8x1073
8x1073
9x10°
9x10*
4x107

1x108
4x108
1x108
4x10°
9x10*°
8x10°
5x10°
3x10°8
3x10°8
5x10°
2x10°
1x107
3x107
2x108
2x108
5x10°
4x10°
9%x108
6x108
4x1012
8x10*2
6x10%°
7x10%°
2x108
2x108
7x10°
5x10°
1x108
1x10°
3x10°8
2x108
3x10°8
3x10°8
4x108
9%x108
2x10°
4x10°
3x10°8
7x10°
3x10*2
1x10%
1x108
8x10°
6x108
5x108
1x10%3
4x1012
3x10°8

410 1AC 5-4-27

7x10°
2x10*
2x10*
4x10°
4x10°
3x10°
3x10°
8x10*
2x10°
6x10°
5x10°

2x10°
2x10°
4x10*
4x10*
1x107
2x10*
2x10°
2x10°
1x10*
1x10*
3x10°
3x10°
1x10*
1x10*
1x10*
1x10*
2x10*
2x10*
3x10*
5x10*
2x10°
1x10*
2x10*
4x10°
7x10°
8x10°
6x10°
6x10°
3x10*
3x10*
3x10°
3x10°
1x10*



410 IAC 5-4-27

Nickel (28)

Niobium (41)

Osmium (76)

Palladium (46)

Phosphorus (15)

Platinum (78)

Plutonium (94)

INDIANA STATE DEPARTMENT OF HEALTH

Ni-59

Ni-63

Ni-65

Nb-93m

Nb-95

Nb-97

Os-185

Os-191m

Os-191

Os-193

Pd-103

Pd-109

P-32

Pt-191

Pt-193m

Pt-193

Pt-197m

Pt-197

Pu-238

Pu-239

Pu-240

Pu-241

Pu-242

Pu-243

nw-_n-un-unuTununT-TunT-TunTuonunTonnTuoHTLTOHTOLTOLTOLTOLOLTOTOLTOLOTOLTOLTOTO TN

7x107
5x107
8x107
6x108
3x107
9%x107
5%x107
1x107
2x107
5x107
1x107
6x10°
5x10°
5x107
5x108
2x10°
9x10°
1x10°®
4x107
4x107
3x107
1x10°®
7x107
6x107
4x107
7%x108
8x108
8x107
6x107
7x10°
5x10°
1x10°®
3x107
6x10°
5x10°
8x107
6x107
2x10*2
3x10
2x10*2
4x101
2x10*2
4x101
ox10"
4x108
2x10*2
4x101
2x10°

4x107
6x10°
6x102
8x10*
2x102
4x107
3x10°
1x102
1x102
3x10°
3x10°
3x102
3x102
2x10°
2x10°
7%x102
7%x102
5x10°
5x1073
2x10°
2x10°
1x102
8x1073
3x10°
2x10°
5x10*
7x10*
4x107
3x10°
3x102
3x102
3x102
5x102
3x102
3x102
4x107
3x10°3
1x10*
8x10*
1x10*
8x10*
1x10*
8x10*
7x10°
4x102
1x10*
9x10*
1x102

2x108
2x108
3x10°8
2x10°
1x108
3x10°8
2x108
4x10°
5x10°
2x108
3x10°
2x107
2x107
2x108
2x10°
6x107
3x107
4x108
1x108
1x108
9%x10°
5x108
3x10°8
2x108
1x108
2x10°
3x10°
3x10°8
2x108
2x107
2x107
4x108
1x108
2x107
2x107
3x10°8
2x108
7x10
1x10%2
6x10
1x10%2
6x10%
1x10%
3x10*2
1x10°
6x10%
1x10%2
6x108

1x10*
2x10*
2x10°
3x10°
7x10*
1x10*
1x10*
4x10*
4x10*
1x10*
1x10*
9x10*
9x10*
7x10°
7x10°
3x10°
2x10°
2x10*
2x10*
6x10°
5x10°
3x10*
3x10*
9x10°
7x10°
2x10°
2x10°
1x10*
1x10*
1x103
1x103
9x10*
2x10°
1x103
9x10*
1x10*
1x10*
5x10°
3x10°
5x10°
3x10°
5x10°
3x10°
2x10*
1x103
5x10°
3x10°
3x10*

424
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Polonium (84)

Potassium (19)

Praseodymium (59)

Promethium (61)

Protactinium (91)

Radium (88)

Radon (86)

Rhenium (75)

Rhodium (45)

Rubidium (37)

INDIANA STATE DEPARTMENT OF HEALTH

Pu-244

Po-210

K-42

Pr-142

Pr-143

Pm-147

Pm-149

Pa-230

Pa-231

Pa-233

Ra-223

Ra-224

Ra-226

Ra-228

Rn-220

Rn-222%
Re-183

Re-186

Re-187

Re-188

Rh-103m

Rh-105

Rb-86

Rb-87

0T unu-TununTunTununTununTununTounuTuounT LT uHnTOLTOLOTOLTLTOLOTOLTOLTOLTLTOTn 0T

2x10° 1x10?
2x10*2 1x10*
3x10 3x10*
5x10*° 2x10°
2x101° 8x10*
2x10° 9x10°
1x107 6x10*
2x107 9x10*
2x107 9x10*
3x107 1x103
2x107 1x103
6x108 6x10°
1x107 6x1073
3x107 1x103
2x107 1x103
2x10° 7x10°
8x10*° 7x10°
1x10% 3x10°
1x10%° 8x10*
6x107 4x107
2x107 3x10°
2x10° 2x10°
2x101° 1x10*
5x10° 7x10°
7x101° 2x10*
3x10 4x107
5x10 9x10*
7x101 8x107
4x101 7x10*
3x107

3x10°8

3x10° 2x102
2x107 8x1073
6x107 3x10°
2x107 1x103
9x10° 7%x102
5%x107 4x102
4x107 2x10°
2x107 9x10*
8x10° 4x10*
6x10° 3x10*
8x107 4x107
5%x107 3x10°
3x107 2x10°
7108 7x10*
5x107 3x10°
7108 5x1073

410 1AC 5-4-27
8x108 3x10*
6x10% 4x10°
1x10%2 1x10°
2x101 7x107
7x1012 3x10°
7108 3x10*
4x10° 2x10°
7x10° 3x10°
5x10° 3x10°
1x108 5x10°
6x10° 5x10°
2x10° 2x10*
3x10° 2x10*
1x108 4x10°
8x10° 4x10°
6x10" 2x10*
3x10 2x10*
4x10 9x10”7
4x1012 2x10°
2x108 1x10*
6x10° 1x10*
6x10" 7x107
8x10*2 4x10°
2x101° 2x10°
2x101 5x10°
3x10*2 3x10°8
2x10*2 3x10°
2x10*2 3x10°8
1x10%2 3x10°
1x108
3x10°
9%x108 6x10*
5x10° 3x10*
2x108 9x10°
8x10° 5x10°
3x107 3x10°3
2x108 2x10°
1x108 6x10°
6x10° 3x10°
3x10° 1x10?
2x10° 1x102
3x10°8 1x10*
2x108 1x10*
1x108 7x10°
2x10° 2x10°
2x108 1x10*
2x10° 2x10*



410 IAC 5-4-27

Ruthenium (44)

Samarium (62)

Scandium (21)

Selenium (34)
Silicon (14)

Silver (47)

Sodium (11)

Strontium (38)

Sulfur (16)

INDIANA STATE DEPARTMENT OF HEALTH

Ru-97
Ru-103
Ru-105
Ru-106
Sm-147
Sm-151
Sm-153
Sc-46
Sc-57
Sc-48
Se-75
Si-31
Ag-105
Ag-110m
Ag-111
Na-22
Na-24
Sr-85m
Sr-85
Sr-89
Sr-90
Sr-91
Sr-92

S35

0T unuT-TununT-TununTuounTunTununTuounTununTuouTHLTOHTLTOLOTOLTLOTOLOTOLTOLOTOLTOLTOTO LW

2x10°
2x10°
5x107
8x108
7107
5%x107
8x108
6x10°
7x101
3x10%°
6x10°8
1x107
5%x107
4x107
2x107
2x108
6x107
5%x107
2x107
1x107
1x10°®
1x107
6x10°
1x10°®
6x107
8x108
2x107
1x108
3x107
2x107
2x107
9%x10°
1x10°®
1x107
4x10°
3x10°
2x107
1x107
3x10°8
4x108
1x10°
5x10°
4x107
3x107
4x107
3x107
3x107
3x107

1x10?
1x10?
2x10°
2x10°
3x10°3
3x10°
4x10*
3x10*
2x10°
2x10°
1x102
1x102
2x10°
2x10°
1x103
1x103
3x10°
3x10°
8x10*
8x10*
9x10°3
3x10°
3x102
6x10°
3x10°
3x10°
9x10*
9x10*
1x103
1x103
1x103
9x10*
6x10°
8x10*
2x10*
2x10*
3x10°3
5x1073
3x10*
8x10*
1x10°
1x103
2x10°
1x103
2x10°
2x10°
2x10°
8x1073

8x108
6x108
2x108
3x10°
2x108
2x108
3x10°
2x101°
2x10*2
9x10*2
2x10°
5x10°
2x108
1x108
8x10°
8x10*°
2x108
2x108
6x10°
5x10°
4x108
4x10°
2x107
3x10°8
2x108
3x10°
7x10°
3x10%°
1x108
8x10°
6x10°
3x10%°
4x108
5x10°
1x10°®
1x10°®
8x10°
4x10°
3x10%°
1x10°
3x10
2x101°
2x108
9%x10°
2x108
1x108
9%x10°
9%x10°

4x10*
3x10*
8x10°
8x10°
1x10*
1x10*
1x10°
1x10°
6x10°
7x10°
4x10*
4x10*
8x10°
8x10°
4x10°
4x10°
9x10°
9x10°
3x10°
3x10°
3x10*
3x10*
9x10*
2x10*
1x10*
1x10*
3x10°
3x10°
4x10°
4x10°
4x10°
3x10°
2x10*
3x10°
7x10°
7x10°
1x10*
2x10*
3x10°
3x10°
3x107
4x10°
7x10°
5x10°
7x10°
6x10°
6x10°
3x10*

426
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Tantalum (73)

Technetium (43)

Tellurium (52)

Terbium (65)

Thallium (81)

Thorium (90)

INDIANA STATE DEPARTMENT OF HEALTH

Ta182

Tc-96m

Tc-96

Tc-97m

Tc-97

Tc-99m

Tc-00

Te-125m

Te-127m

Te-127

Te-129m

Te-129

Te-131m

Te-132

Th-165

TI-200

TI-201

TI-202

TI-204

Th-227

Th-228

Th-230

Th-231

Th-232

T u~-Tunu—-Tuu—Tu—-—TunTunTuounTouoouTououuToOLOTOLOTOLTOLOTOLTOTOTOLTOLOTOLOLTOTOTOTOLW

4x108
2x108
8x10°
3x10°
6x107
2x107
2x10°
2x107
1x10°
3x107
4x10°
1x10°
2x10°
6x108
4x107
1x107
1x107
4x108
2x10°
9x107
8x108
3x10°8
5x10°
4x10°
4x107
2x107
2x107
1x107
1x107
3x10°8
3x10°
1x10°®
2x10°
9%x107
8x107
2x107
6x107
3x10°8
3x10%°
2x101°
9x10*2
6x10"2
2x10*2
1x10%
1x10°®
1x10°®
3x10
3x10

1x103
1x103
4x10*
3x10*
3x10°3
1x103
1x10?
5x1073
5x102
2x102
2x10*
8x102
1x10?
5x1073
5x10°
3x10°
2x10°
2x10°
8x1073
5x1073
1x103
6x10*
2x102
2x102
2x10°
1x103
9x10*
6x10*
1x103
1x103
1x102
7x10°
9x10°3
5x1073
4x107
2x10°
3x10°3
2x10°
5x10*
5x10*
2x10*
4x10*
5x10°
9x10*
7107
7107
5x10°
1x103

1x10°
7x101°
3x10°
1x10°®
2x108
8x10°
8x108
5x10°
4x107
1x108
1x10°®
5x107
7x108
2x10°
1x108
4x10°
5x10°
1x10°
6x108
3x10°8
3x10°
1x10°
2x107
1x107
1x108
6x10°
7x10°
4x10°
3x10°
1x10°
9%x108
4x108
7108
3x10°8
3x10°8
8x10°
2x108
9x10*°
1x10%
6x10*2
3x10™
2x10"8
8x10*
3x10™
5x108
7108
1x10%2
1x10%2
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4x10°
4x10°
1x102
1x10?
1x10*
5x10°
4x10*
2x10*
2x10°
8x10*
6x10°
3x10°
3x10*
2x10*
2x10*
1x10*
6x10°
5x10°
3x10*
2x10*
3x10°
2x10°
8x10*
8x10*
6x10°
4x10°
3x10°
2x10°
4x10°
4x10°
4x10*
2x10*
3x10*
2x10*
1x10*
7x10°
1x10*
6x10°
2x10°
2x10°
7x10°
1x10°
2x10°
3x10°
2x10*
2x10*
2x10°
4x10°
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Thulium (69)

Tin (50)

Tungsten (74)

Uranium (92)

Vanadium (23)

Xenon (54)

Y tterbium (70)

Y ttrium (39)

INDIANA STATE DEPARTMENT OF HEALTH

Th-natural

Th-234

Tm-170

Tm-171

Sn-113

Sn-125

W-181

W-185

W-187

U-230

U-232

U-233

U-234

U-235

U-236

U-238

U-240

U-naturd

V-48

Xe-131m

Xe-133m

Xe-133

Xe-135

Yb-175

Y-88

Y-90

_(D_(D_U)g)g)g)g)_(I)_UA—U)_(IA_U)_(IA_(IA_U)_U)_U)_U)_U)_U)_(D_U)_(D—(D—U)_U)

bﬂ

O O T

6x10"
6x10"
6x108
3x10°8
4x108
3x10°8
1x107
2x107
4x107
5x108
1x107
8x108
2x10°
1x107
8x107
1x107
4x107
3x107
3x10%°
1x10%°
1x10%°
3x10
5x10*°
1x10%°
6x10%°
1x10%°
5x10%°
1x10%°
6x10"°
1x10%°
7x101
1x10%°
2x107
2x107
1x10%°
1x10%°
2x107
6x108
2x10°
1x10°
1x10°
4x10°
7107
6x107
1x107
5x108
1x107
1x107

6x10°
6x10*
5x10*
5x10*
1x103
1x103
1x10?
1x102
2x10°
2x10°
5x10*
5x10*
1x10?
1x10?
4x107
3x10°
2x10°
2x10°
1x10*
1x10*
8x10*
8x10*
9x10*
9x10*
9x10*
9x10*
8x10*
8x10*
1x103
1x103
1x103
1x103
1x103
1x103
1x103
1x103
9x10*
8x10*

3x10°
3x10°
2x10*
2x10*
6x10*
6x10*

2x10*2
2x10*2
2x10°
1x10°
1x10°
1x10°
4x10°
8x10°
1x108
2x10°
4x10°
3x10°
8x108
4x10°
3x10°8
4x10°
2x108
1x108
1x10%
4x1012
3x10*2
ox10"
2x101
4x1012
2x101
4x1012
2x101
4x1012
2x101
4x1012
3x10*2
5x10*2
8x10°
6x10°
5x10*2
5x10*2
6x10°
2x10°
4x107
3x107
3x107
1x107
2x108
2x108
4x108
2x108
4x10°
3x10°

2x10°
2x10°
2x10°
2x10°
5x10°
5x10°
5x10*
5x10*
9x10°
8x10°
2x10°
2x10°
4x10*
3x10*
1x10*
1x10*
7x10°
6x10°
5x10°
5x10°
3x10°
3x10°
3x10°
3x10°
3x10°
3x10°
3x10°
3x10°
3x10°
3x10°
4x10°
4x10°
3x10°
3x10°
3x10°
3x10°
3x10°
3x10°

1x10*
1x10*
8x10°
8x10°
2x10°
2x10°
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Y-91m S 2x10° 1x10* 8x107 3x10°
I 2x10° 1x10* 6x107 3x10°
Y-91 S 4x108 8x10* 1x10° 3x10°
I 3x10°8 8x10* 1x10° 3x10°
Y-92 S 4x107 2x10° 1x108 6x10°
I 3x107 2x10° 1x108 6x10°
Y-93 S 2x107 8x10* 6x10° 3x10°
I 1x107 8x10* 5x10° 3x10°
Zinc (30) Zn-65 S 1x107 3x103 4x10° 1x10*
I 6x108 5x1073 2x10° 2x10*
Zn-69m S 4x107 2x10° 1x108 7x10°
I 3x107 2x10° 1x108 6x10°
Zn-69 S 7x10° 5x102 2x107 2x10°
I 9x10° 5x102 3x107 2x10°
Zirconium (40) Zr-93 S 1x107 2x10? 4x10° 8x10*
| 3x107 2x1072 1x10°% 8x10*
Zr-95 S 1x107 2x10° 4x10° 6x10°
| 3x108 2x103 1x10° 6x10°
Zr-97 S 1x107 5x10* 4x10° 2x10°
| 9x108 5x10* 3x10° 2x10°
Any single radionuclide not listed Sub? 1x10° 3x10®

above with decay mode other than

alpha emission or spontaneous fis-

sion and with radioactive haf-life

lessthan 2 hours. ***

Any single radionuclide not listed 3x10° 9x10° 1x10%° 3x10°
above with decay mode other than

alpha emission or spontaneous fis-

sion and with radioactive half-life

greater than 2 hours.

Any single radionuclide not listed 6x10*% 4x107 2% 3x10%
above, which decaysby alphaemis-

sion or spontaneous fission.

YSoluble (S); Insoluble (1).

Z4Sub” means that values given are for submersion in a semispherical infinite cloud of airborne material.

¥These radon concentrations are appropriate for protection from radon-222 combined with its short-lived daughters.
Alternatively, the value in Table | may be replaced by 1/3 “working level.” (A “working level” is defined as any
combinations of short-lived radon-222 daughters, polonium-218, lead-214, bismuth-214, and polonium-214in 1 liter
of air, without regard to the degree of equilibrium, that will result in the ultimate emission of 1.3x10° MeV of apha
particle energy.) The Table Il value may be replaced by 1/30th of a “working level.” The limit on radon-222
concentrations in restricted areas may be based on an annual average.

“ For soluble mixtures of U-238, U-234 and U-235 in air, chemical toxicity may be the limiting factor. If the percent
by weight (enrichment) of U-235 is less than 5, the concentration value for a 40-hour workweek, Table I, is 0.2
milligrams uranium per cubic meter of air average. For any enrichment, the product of the average concentration and
time of exposure during a40-hour workweek shall not exceed 8x102 SA pCi-hr/ml, where SA isthe specific activity
of the uranium inhaled. The concentration valuefor Table 11 is0.007 milligrams uranium per cubic meter of air. The
specific activity for natural uraniumis6.77x107 curies per gram uranium. The specific activity for other mixtures of
U-238, U-235 and U-234, if not known, shall be:

SA =3.6 x 107 curies/gram U U-depeleted

SA = (0.4 + 0.38 E + 0.0034 E?) 10%E > 0.72

where E is the percentage by weight of U-235, expressed as percent.
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Note: In any case wherethereisamixturein air or water
of more than one radionuclide, the limiting values for
purposes of this gppendix should be determined asfollows:

1. If theidentity and concentration of eachradionuclidein
the mixtureareknown, thelimiting val ues should be derived
asfollows: Determine, for each radionuclidein the mixture,
the ratio between the quantity present in the mixture and the
limit otherwise established in Appendix “ A” for the specific
radionuclide when not in amixture. The sum of such ratios
for dl the radionuclides in the mixture may not exceed “1”
(i.e, “unity”).

Example: If radionuclides a, b, and ¢ are present in
concentrations C,, C,, and C,, and if the applicable
maxi mum permissi ble concentrations(MPC's) areMPC,,
MPC,, and MPC, respectively, then the concentrations
shall belimited so that the following relationship exists:

C. & ¢

a
MPC,  MPC,

<1
MPC,

2. If either the identity or the concentration of any
radionuclide in the mixture is not known, the limiting
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values for purposes of Appendix “A” shall be:

a. For purposes of Tablel,Col. 1......... 6x10%3
b. For purposes of Tablel,Col.2.......... 4x107
c. For purposes of Tablell, Col. 1 ........ 2x10%4
d. For purposes of Tablell,Col.2 ......... 3x10®

3. If any of the conditions specified below are met, the
corresponding val ues specified bel ow may beusedinlieu
of those specified in paragraph 2 above.

a. If theidentity of each radionuclidein the mixtureis
known but the concentration of one or more of the
radionuclidesin the mixtureisnot known, the concentra-
tion limit for the mixture isthe limit specified in Appen-
dix “A” for the radionuclide in the mixture having the
lowest concentration limit: or

b. If theidentity of each radionuclide in the mixtureis
not known, but it is known that certain radionuclides
specifiedin Appendix “A” arenot present in the mixture,
the concentration limit for the mixture is the lowest
concentration limit specified in Appendix “A” for any
radionuclide which is not known to be absent from the
mixture; or

c¢. Radionuclide

Tablel Tablell
Columnl Column2 Column1 Column2
Air Water Air Water
(UCi/ml)  (UCi/ml)  (uCi/ml) (uCi/ml)

If it is known that Sr-90, 1-125, 1-126, 1-129, 1-131, (1-133 Table ||
only), Pb-210, Po-210, At-211, Ra-223, Ra-224, Ra-226, Ac-227,
Ra-228, Th-230, Pa-231, Th-232, Th-nat, Cm-248, Cf-254, and Fm-

256 arenotpresent .. ...

9x10° 3% 10°

If it is known that Sr-90, 1-125, 1-126, 1-129, (I-131, 1-133, Table I
only), Po-210, Po-210, Ra-223, Ra-226, Ra-228, Pa-231, Th-nat,

Cm-248, Cf-254, and Fm-256 arenot present . .........

6x10° 2x10°®

If itisknown that Sr-90, 1-129, (1-125, 1-126, 1-131, Table Il only),

Pb-210, Ra-226, Ra-228, Cm-248, and Cf-254 are not present . . . ..

2x10° 6x107

If it is known that (1-129, Table Il only), Ra-226, and Ra-228 are not

PrESENMt .ttt et e e

3x10° 1x 107

If it isknown that alpha-emitters and Sr-90, 1-129, Pb-210, Ac-227,

Ra-228, Pa-230, Pu-241, and Bk-249 are not present . ...

1x 10

If it isknown that apha-emitters and Pb-210, Ac-227, Ra-228, and

Pu-24larenotpresent ..........c.oiiiiiiiia...
If it isknown that alpha-emitters and Ac-227 are not present

1x10™
1x10™2

If itisknown that Ac-227, Th-230, Pa-231, Pu-2338, Pu-239, Pu-240,

Pu-242, Pu-244, Cm-248, Cf-249 and Cf-251 are not present

4. If a mixture of radionuclides consists of uranium
and its daughter products in ore dust prior to chemical
separation of the uranium from the ore, the values
specified below may be used for uranium and its daugh-
ters through radium-226, instead of those from para-
graphs 1, 2, or 3 above.

a. For purposes of Table |, Column 1, 1x10™ pCi/ml

........ 3x10%2

1x10™
gross alpha activity; or 510 uCi/ml natural uranium;
or 75 micrograms per cubic meter of air natural uranium.
b. For purposes of Table!l, Column 1, 3x10™ uCi/ml
gross alpha activity; 2x10°*? uCi/ml natural uranium; or
3 micrograms per cubic meter of air natural uranium.
5. For purposes of this note, a radionuclide may be
considered as not present in a mixture if (a) the ratio of
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the concentration of that radionuclidein the mixture (C,)
to the concentration limit for that radionuclide specified
in Table Il of Appendix “A” (MPC,) does not exceed
1/10, (i.e., C/MPC, < 1/10) and (b) the sum of such
ratios for al radionuclides considered as not present in
the mixture does not exceed 1/4, (i.e, C/MPC, +
C/MPC, + ... < 1/4).

Note To convert pCi/ml to Sl unnts [sic] of
megabecquerels per liter, multiply the above vaues by 37.

Example: Zirconium (40) Zr-97 S(Tablel, Column 1-
Air) (1x107 pCi/ml multiplied by 37 is equivaent to
37x107 MBg/1.) (Indiana State Department of Health;
Rule HRH-2,PT D,Appendix A; filed May 26, 1978, 3:30
pm: 1 1R 184; filed Feb 29, 1984, 10:10 am: 7 IR 910;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-4-28 Appendix B; table for use with 410
IAC 5-4-11, 410 IAC 5-4-18, 410
IAC 5-4-19
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 28.
Part D
APPENDIX B

Material Microcuries
Americium-241 0.01
Antinomy-122 100
Antinomy-124 10
Antinomy-125 10
Arsenic-73 100
Arsenic-74 10
Arsenic-76 10
Arsenic-77 100
Barium-131 10
Barium-133 10
Barium-140 10
Bismuth-210 1
Bromine-82 10
Cadmium-109 10
Cadmium-115m 10
Cadmium-115 100
Calcium-45 10
Calcium-47 10
Carbon-14 100
Cerium-141 100
Cerium-143 100
Cerium-144 1
Cesium-131 1,000

Cesium-134m
Cesium-134
Cesium-135
Cesium-136
Cesium-137
Chlorine-36
Chlorine-38
Chromium-51
Cobalt-58m
Cobalt-58
Cobalt-60
Copper-64
Dysprosium-165
Dysprosium-166
Erbium-169
Erbium-171

Europium-152 (9.2 h)
Europium-152 (13 yr)

Europium-154
Europium-155
Fluorine-18
Gadolinium-153
Gadolinium-159
Galium-72
Germanium-71
Gold-198
Gold-199
Hafnium-181
Holmium-166
Hydrogen-3
Indium-113m
Indium-114m
Indium-115m
Indium-115
lodine-125
lodine-126
lodine-129
lodine-131
lodine-132
lodine-133
lodine-134
lodine-135
Iridium-192
Iridium-194
Iron-55
Iron-59
Krypton-85
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100

10
10
10
10
10
1,000
10
10

100

10
100
100
100
100

10
1,000
10
100
10
100
100
100
10
100
1,000
100
10
100

100
100

10
100



410 1AC5-4-28

Krypton-87
Lanthanum-140
Lutetium-177
Manganese-52
Manganese-54
Manganese-56
Mercury-197m
Mercury-197
Mercury-203
Molybdenum-99
Neodymium-147
Neodymium-149
Nickel-59
Nickel-63
Nickel-65
Niobium-93m
Niobium-95
Niobium-97
Osmium-185
Osmium-191m
Osmium-191
Osmium-193
Palladium-103
Palladium-109
Phosphorus-32
Platinum-191
Platinum-193m
Platinum-193
Platinum-197m
Platinum-197
Plutonium-239
Polonium-210
Potassium-42
Praseodymium-142
Praseodymium-143
Promethium-147
Promethium-149
Radium-226
Rhenium-186
Rhenium-188
Rhodium-103m
Rhodium-105
Rubidium-86
Rubidium-87
Ruthenium-97
Ruthenium-103
Ruthenium-105
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10
10
100
10
10
10
100
100
10
100
100
100
100
10
100
10
10
10
10
100
100
100
100
100
10
100
100
100
100
100
0.01
0.1
10
100
100
10
10
0.01
100
100
100
100
10
10
100
10
10

Ruthenium-106
Samarium-151
Samarium-153
Scandium-46
Scandium-47
Scandium-48
Selenium-75
Silicon-31
Silver-105
Silver-110m
Silver-111
Sodium-22
Sodium-24
Strontium-85
Strontium-89
Strontium-90
Strontium-91
Strontium-92
Sulphur-35
Tantalum-182
Technetium-96
Technetium-97m
Technetium-97
Technetium-99m
Technetium-99
Tdlurium-125m
Tdlurium-127m
Tdlurium-127
Telurium-129m
Tdlurium-129
Tdlurium-131m
Tdlurium-132
Terbium-160
Thallium-200
Thallium-201
Thallium-202
Thallium-204
Thorium (natural)V
Thulium-170
Thulium-171
Tin-113
Tin-125
Tungsten-181
Tungsten-185
Tungsten-187
Uranium (natural)?
Uranium-233

432

10
100
10
100
10
10
100
10

100
10
10
10

0.1
10
10

100
10
10

100

100

100
10
10
10

100
10

100
10
10
10

100

100

100
10

100
10
10
10
10
10
10

100

100

0.01
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Uranium-234/235 0.01
Vanadium-48 10
Xenon-131m 1,000
Xenon-133 100
Xenon-135 100
Ytterbium-175 100
Y ttrium-90 10
Y ttrium-91 10
Y ttrium-92 100

Y ttrium-93 100
Zinc-65 10
Zinc-69m 100
Zinc-69 1,000
Zirconium-93 10
Zirconium-95 10
Zirconium-97 10
Any apha emitting radionuclide not

listed above or mixtures of alpha emit- 0.01
ters of unknown composition

Any radionuclide other than a pha emit-

ting radionuclides, not listed above or 0.1
mixtures of beta emitters of unknown
composition

¥ Based on alpha disintegration rate of Th-232, Th-230
and their daughter products.

7 Based on alpha disintegration rate of U-238, U-234,
and U-235.

NOTE: For purposesof 4101AC5-4-11, 4101 AC5-4-
18, and 410 IAC 5-4-19, where there is involved a
combination of isotopesin known amounts, the limit for
the combination should be derived as follows: Deter-
mine, for each isotope in the combination, the ratio
between the quantity present in the combination and the
limit otherwise established for the specific isotope when
not in combination. The sum of such ratios for all the
isotopes in the combination may exceed “1” (i.e,
“unity”).

Example: For purposesof 4101AC5-4-19, if aparticu-
lar batch contains 20,000 uCi of Au-198 and 50,000 uCi
of C-14, it may aso include not more than 300 uCi of I-
131. Thislimit was determined as follows:

20,000 pCi Au-198/100,000 uCi - + 50,000 pCi C-14/100,00 [sic.] uCi
+ 300 puCi 1-131/1,000 puCi = 1

The denominator in each of the above ratios was
obtained by multiplying the figure in the table by 1,000
asprovided in 410 IAC 5-4-19.

Note: To convert microcuries (UCi) to Sl units of
kilobecquerels (kBqg), multiply the above values by 37.

Example: Zirconium-97 (10 uCi)(37) = 370 kBg. (10
pCi multiplied by 37 is equivalent to 370 kBq) (Indiana
SateDepartment of Health; RuleHRH-2,PT D,Appendix

4101AC5-5-1

B; filed May 26, 1978, 3:30 pm: 1 IR 197; filed Feb 29,
1984, 10:10 am: 7 IR 924; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

Rule 5. Non-Medical Radiography

4101AC5-5-1  Scopeof rule
4101AC5-5-2  Applicability of rule
410IAC5-5-3  Definitions

4101AC5-5-3.1 Additiona regquirements; safety programs
4101AC5-5-3.2 Enclosed radiography; special provisions
and exemptions

4101AC5-5-4  Radiation limits for exposure devices and
storage containers for gamma radiography

4101AC5-5-5  Locking of sourcesfor gamma radiography

4101AC5-5-6  Security precautions for gamma radiogra-
phy

4101AC5-5-7  Survey instruments for gamma and tempo-
rary job site radiography

4101AC5-5-8 Leak testing, replacement, and modification
of NARM sealed sources

4101AC5-59  Quarterly inventory of sealed sources for

gamma radiography

4101AC5-5-10 Utilization logs in gamma radiography

4101AC5-5-11 Inspection and maintenance of industrial
exposure devices and storage containers

410 IAC 5-5-11.5 Permanent installations

4101AC5-5-12 Personnel training and testing; internal
audit of operating and emergency proce-
dures

4101AC5-5-13 Operating and emergency instructions

4101AC5-5-14 Personnel monitoring in gamma radiogra-
phy

410 1AC5-5-14.5 Supervision of radiographer assistantsin
gamma radiography

410 1AC5-5-15  Security during operation

4101AC5-5-16 Posting of operation areas

4101AC5-5-17  Surveys, records

4101AC5-5-18 Temporary job site records

4101AC5-5-19 Enclosed radiography; exemption; specia
requirements (Repeal ed)

4101AC5-5-20 Instruction of radiographers; scope

4101AC 5-5-1 Scopeof rule
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 1. The requirements in 410 IAC 5-5 establish
radiation safety requirements for persons utilizing
sources of radiation for non-medical radiography (i.e.,
industrial radiography, ionizing radiation gauging
devices, NARM, and any other non-medical use). The
requirements of 410 IAC 5-5 are in addition to, and not
in substitution for, the other requirements of 410 IAC5.
(Indiana Sate Department of Health; Rule HRH-2,PT
E,Sec E.1; filed May 26, 1978, 3:30 pm: 1 IR 199; filed
Feb 29, 1984, 10:10 am: 7 IR 926; readopted filed Jul
11, 2001, 2:23 p.m.;: 24 IR 4234)
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410 1AC 5-5-2 Applicability of rule
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 2. The requirementsin 410 IAC 5-5 apply to all
registrants who use sources of radiation for non-medical
radiography. Except for those requirements of 410 IAC
5-5 clearly applicable only to sealed radioactive sources,
both radiation machines and sealed radioactive sources
are covered by 410 IAC 5-5. (Indiana State Department
of Health; Rule HRH-2,PT E,Sec E.2; filed May 26,
1978, 3:30 pm: 1 IR 199; filed Feb 29, 1984, 10:10 am:
7 1R 927; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 |AC 5-5-3 Definitions
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 3. Asused in 410 IAC 5-5, the following defini-
tions apply:

“ANSI” means the American National Standards
Institute.

“Enclosed radiography” meansindustrial radiography
conducted in an enclosed cabinet or room and includes
cabinet radiography and shielded room radiography.

(1) “Cabinet radiography” means industrial radiogra-

phy conducted in an enclosure or cabinet so shielded

that every location on the exterior meetsthelimitations

specified in 410 IAC 5-4-6.

(i) “Cabinet x-ray system” means an X-ray system
with the x-ray tubeinstalled in an enclosure (herein-
after termed “cabinet”) which, independent of
existing architectural structures except the floor on
which it may be placed, is intended to contain at
least that portion of a material being irradiated,
provide radiation attenuation, and exclude personnel
from its interior during generation of x-radiation.
Included areall x-ray systemsdesigned primarily for
the inspection of carry-on baggage at airlines, rail-
roads, bus terminals, and in similar facilities. An x-
ray tube used within ashielded part of abuilding, or
X-ray equi pment which may temporarily or occasion-
ally incorporate portable shielding is not considered
a cabinet x-ray system.

(i) “ Certified cabinet x-ray system” means an x-ray
system which has been certified in accordance with
21 CFR 1010.2 as being manufactured and assem-
bled pursuant to the provisions of 21 CFR 1020.40.

(2) “Shielded-room radiography” means industrial

radiography conducted in a room so shielded that

radiation levels at every location on the exterior meet

the limitations specified in 410 IAC 5-4-6.
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“Gamma radiography” means industrial radiography
using radioactive material that emitsgammarays(i.e., Ir
192, Co 60, Cs 137).

“Industrial radiography” means the use of penetrating
radiation, such as x-rays, gamma rays, or neutrons, to
make pictures of the insides of objects (i.e., meta
castings or welds).

“lonizing radiation gauging device” (gauge) means a
mechanism designed and manufactured for the purpose
of determining or controlling thickness, density, level,
interfacelocation, or qualitative or quantitative chemical
composition.

“NARM” meansany naturally occurring or accel erator
produced radioactive material. It does not include by-
product, source, or special nuclear material.

“Permanent radiographic installation” means an
installation or structure designed or intended for radiog-
raphy and in which radiography is regularly performed.

“Personal supervision” meanssupervisionsuchthat the
supervisor is physically present at the site where sources
of radiation and associated equipment are being used,
watching the performance of the radiographer's assistant
and in such proximity that contact can be maintained and
immediate assistance given as required.

“Radiographer” meansany individual who performsor
provides personal supervision of industrial radiographic
operations and who is responsible to the licensee or
registrant for assuring compliance with the requirements
of 410 1AC 5 and all license (and/or registration) condi-
tions.

“Radiographer's assistant” means any individual who,
under the personal supervision of a radiographer, uses
sources of radiation, related handling tools, or radiation
survey instruments in industrial radiography.

“Radiographi c exposuredevice’” meansany instrument
containing a seal ed source fastened or contained therein,
in which the sealed source or shielding thereof may be
moved, or otherwise changed, from a shielded to un-
shielded position for purposes of making a radiographic
exposure.

“Shielded position” means the location within the
radiographic exposuredeviceor storage container which,
by manufacturer's design, is the proper location for
storage of the sealed source.

“Source changer” means a device designed and used
for replacement of sealed sources in radiographic expo-
sure devices, including those source changers also used
for transporting and storage of sealed sources.

“Storage container” means a device in which sealed
sources are transported or stored.

“Temporary job site” means any location where
industrial radiography is performed other than the
location(s) listed in a specific license or certificate of
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registration. (Indiana Sate Department of Health; Rule
HRH-2,PT E,Sec E.3; filed May 26, 1978, 3:30 pm: 1 IR
199; filed Feb 29, 1984, 10:10 am: 7 IR 927; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-5-3.1 Additional requirements; safety

programs
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 3.1. () lonizing radiation gauging devices shall
comply with applicable sections of ANSI N538 or its
equivaent, in addition to 410 IAC 5-5-8 and other
applicable sections of 410 IAC 5.

(b) The board may impose any additional requirement
for the specific application of an ionizing radiation
source to protect the health and safety of an employee
and/or the public. The board shall weigh the impact of
any such requirement agai nst the hazards created without
such a requirement, before imposing any additional
requirements.

(c) All non-medical usersof “NARM” and/or devices
that produce x-rays either as part of their design or
incidental to other design functions shall have an ade-
guate radiation saf ety program.

(1) The adequacy of the program will be evaluated by

the board.

(2) The program must meet the intent of 410 IAC 5.

(3) The program shall keep personnel exposure

ALARA (aslow asreasonably achievable).

(4) The program shall take under consideration the

education and training of the personnel utilizing or in

the environs of the radiation device.
(Indiana Sate Department of Health; 410 IAC 5-5-3.1;
filed Feb 29, 1984, 10:10 am: 7 IR 928; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-5-3.2 Enclosed radiography; special

provisions and exemptions
Authority: |1C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 3.2. (a) Systems for enclosed radiography de-
signed to allow admittance of individuals shall:

(1) Comply with 410 IAC 5-5-11, 410 IAC 5-5-11.5,
410 IAC 5-5-12, 410 IAC 5-5-13, 410 IAC 5-5-15,
410 1AC5-5-16, and 410 IAC 5-5-18 of 410 IAC 5-5
and 410 IAC 5-4-6.

(2) Operating personnel must be provided with either
a film badge or a thermoluminescent dosimeter and
reportsof theresults must be maintained for inspection
by the board.

(3) Be evaluated at intervals not to exceed 1 year to
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assure compliance with the applicable requirements as

specified in 410 IAC 5-5-3.2(a)(1). Records of these

evauations shall be maintained for inspection by the
board for a period of 2 years after the evaluation.

(b) Cabinet x-ray systemsdesigned to excludeindivid-
uals are exempt from the requirements of 410 IAC 5-5-
3.2 except that:

(1) Noregistrant shall permit any individual to operate
a cabinet x-ray system until such individual has re-
ceived a copy of instructions in the operating proce-
duresfor the unit and has demonstrated competencein
its use. Records which demonstrate compliance with
this subdivision shall be maintained for inspection by
the board until disposition is authorized by the board;
(2) Tests for proper operation of high radiation area
control devices or alarm systems, where applicable,
must be conducted and recorded in accordance with
410 IAC 5-5-11.5; and
(3) The registrant shall perform or have done an
evaluation, at intervals not to exceed 1 year, to deter-
mine conformance with 410 IAC 5-4-6. If such a
system is a certified cabinet x-ray system, it shall be
evaluated at intervalsnot to exceed 1 year to determine
conformance with 21 CFR 1020.40. Records of these
evaluations shall be maintained for inspection by the
board for a period of 2 years after the evaluation.

(c) Certified cabinet x-ray systems shall be maintained
in compliance with 21 CFR 1020.40 unless prior ap-
prova has been granted by the board pursuant to 410
IAC 5-1-3(a). (Indiana State Department of Health; 410
IAC 5-5-3.2; filed Feb 29, 1984, 10:10 am: 7 IR 928;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-5-4 Radiation limits for exposure de-
vices and storage containers for
gamma radiography
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 4. Radiographi c exposure devices measuring less
than 10 cmfrom the seal ed source storage position to any
exterior surface of the device shall have no radiation
level in excess of 50 milliroentgens per hour at 15 cm
from any exterior surface of the device. Radiographic
exposure devices measuring a minimum of 10 cm from
the sealed source storage position to any exterior surface
of the device, and all storage containers for sealed
sources or outer containers for radiographic exposure
devices, shal have no radiation level in excess of 200
milliroentgens per hour at any exterior surface, and 10
milliroentgens per hour at 1 meter from any exterior
surface. Theradiationlevelsspecified arewith the sealed
source in the shielded (i.e., “off”) position. (Indiana
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Sate Department of Health; Rule HRH-2,PT E,Sec
E.101; filed May 26, 1978, 3:30 pm: 1 IR 200; filed Feb
29, 1984, 10:10 am: 7 IR 929; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC5-5-5 Locking of sourcesfor gamma radi-

ography
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 5. () Each source of radiation shall be provided
with a lock or lockable outer container designed to
prevent unauthorized or accidental production of radia-
tion or removal or exposure of a sealed source and shall
be kept locked at all times except when under the direct
surveillanceof aradiographer or radiographer'sassi stant,
or as may be otherwise authorized pursuant to 410 IAC
5-5-15. Each storage container and source changer
likewise shall be provided with alock and shall be kept
locked when containing sealed sources except when the
container is under the direct surveillance of aradiogra-
pher or radiographer's assistant.

(b) Radiographic exposure devices, source changers,
and storage containers, prior to being moved from one
location to another and also prior to being secured at a
given location, shall be locked and surveyed to assure
that the seal ed sourceisinthe shielded position. (Indiana
Sate Department of Health; Rule HRH-2,PT E,Sec
E.102; filed May 26, 1978, 3:30 pm: 1 IR 200; filed Feb
29, 1984, 10:10 am: 7 IR 929; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-5-6 Security precautionsfor gamma

radiography
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 6. Locked radiographic exposure devices, source
changers, and storage containers shall be physically
secured to prevent tampering or removal by unauthorized
personnel. (Indiana State Department of Health; Rule
HRH-2,PT E,Sec E.103; filed May 26, 1978, 3:30 pm: 1
IR 200; filed Feb 29, 1984, 10:10 am: 7 IR 929;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-5-7 Survey instrumentsfor gamma and
temporary job site radiography
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 7. (@) The licensee or registrant shall maintain
sufficient calibrated and operable radiation survey
instruments to make physical radiation surveys as re-
quired by 410 IAC 5-5-7 and 410 IAC 5-4-9 of 410 IAC
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5. Instrumentation required by this section shall have
such arange such that 2 milliroentgens per hour through
1 roentgen per hour can be measured.

(b) Each radiation survey instrument shall be cali-
brated:

(1) a energies appropriate for use and at intervals not to

exceed 3 months and after each instrument servicing;

(2) such that accuracy within plus or minus 20 percent

tracesbleto anational standard can be demonstrated; and

(3) at two or more widely separated points, other than

zero, on each scale.

(c) Records of these calibrations shall be maintained
for two years after the calibration date for inspection by
the board. (Indiana State Department of Health; Rule
HRH-2,PT E,Sec E.104; filed May 26, 1978, 3:30 pm: 1
IR 200; filed Feb 29, 1984, 10:10 am: 7 IR 929;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-5-8 L eaktesting,replacement, and mod-

ification of NARM sealed sour ces
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 8. (a) The replacement of any “NARM” sealed
source fastened to or contained in a radiographic expo-
sure device and leak testing, repair, tagging, opening or
any other modification of any sealed source shall be
performed only by persons qualified by education and
training.

(b) Each sealed source shall be tested for leakage at
intervals not to exceed 6 months. In the absence of a
certificate from a transferor that a test has been made
within the 6 month period prior to thetransfer, the sealed
source shall not be put into use until tested.

(1) The board may grant exceptions to the leak test

requirement for “NARM,” when;

(i) The construction and history of atype of sealed
source warrants aless frequent testing.

(i) Accessto the source places an undue burden on
the registrant.

(2) Any “NARM" sealed source less than 100 times

the quantity listed in Schedule B of 410 IAC 5-4 is

excepted from leak tests.

(3) Any sealed sourcewith ahalf-lifelessthan 30 days

and/or in gaseous form is excepted from leak tests.

(4) Any “NARM” sealed source 10uCi or lessused as

acheck source is excepted.

(c) The leak test shall be capable of detecting the
presence of 0.005 microcurie of removable contamina-
tion on the sealed source. An acceptable leak test for
sealed sources in the possession of a radiography li-
censee would be to test at the nearest accessible point to
the sealed source storage position, or other appropriate
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measuring point. Recordsof |eak test resultsshall be kept
in units of microcuries and maintained for inspection by
the board for 6 months after the next required leak test is
performed or until the sealed source is transferred or
disposed of.

(d) Any test conducted pursuant to 410 IAC 5-5-8(b)
and (c) whichreveal sthe presence of 0.005 microcurieor
more of removable radioactive material shall be consid-
ered evidence that the sealed source is leaking. The
licensee shall immediately withdraw the equipment
involved from use and shall cause it to be decontami-
nated and repaired or to be disposed of, in accordance
with rules of the board. Within 5 days after obtaining
results of the test, the licensee shall file areport with the
board describing the equipment involved, thetest resullts,
and the corrective action taken.

(e) A sedled source which is not fastened to or con-
tained in a radiographic exposure device shall have
permanently attached to it a durable tag bearing the
prescribed radiation caution symbol in conventional
colors, magenta or purple on ayellow background, and
at least theinstructions: “ Danger—Radioactive M aterial .”
(Indiana Sate Department of Health; Rule HRH-2,PT
E,Sec E.105; filed May 26, 1978, 3:30 pm: 1 IR 200;
filed Feb 29, 1984, 10:10 am: 7 IR 930; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-5-9 Quarterly inventory of sealed

sour ces for gamma radiography
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 9. Each licensee shdl conduct a quarterly physical
inventory to account for al sealed sources received or
possessed by him. The records of the inventories shdl be
maintained for 2 years from the date of the inventory for
ingpection by the board and shall include the quantities and
kinds of radioactive materid, thelocation of sealed sources,
and the date of theinventory. (Indiana Sate Department of
Health; Rule HRH-2,PT E,Sec E.106; filed May 26, 1978,
3:30pm: 11R201; filed Feb 29, 1984, 10: 10 am: 7 IR 930;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-5-10 Utilization logsin gamma radiogr a-

phy
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 10. Each licensee or registrant shall maintain
current logs, which shall be kept avail able for inspection
by the board for 2 years from the date of the recorded
event showing for each source of radiation thefollowing
information:
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(@) A description (or make and model number) of each
source of radiation or storage container in which the
sealed source is located;
(b) Theidentity of theradiographer to whom assigned;
and
(c) Locations where used and dates of use.
(Indiana Sate Department of Health; Rule HRH-2,PT
E,Sec E.107; filed May 26, 1978, 3:30 pm: 1 IR 201,
filed Feb 29, 1984, 10:10 am: 7 IR 930; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 IAC 5-5-11 Inspection and maintenance of in-
dustrial exposure devices and

storage containers
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 11. (a) Eachlicenseeor registrant shall ensurethat
checksfor obvious defectsin radiation machines, radio-
graphic exposure devices, storage containers, and source
changers are performed prior to each day of use.

(b) The licensee or registrant shall conduct a program
of a least quarterly inspection and maintenance of
radiation machines, radiographic exposure devices,
storage containers, and source changers to assure proper
functioning of components important to safety. All
appropriate parts shall be maintained in accordance with
manufacturers' specifications. Records of inspectionand
maintenance shall be maintained for inspection by the
board until it authorizes their disposal.

(c) If any inspection conducted pursuant to 410 1AC 5-
5-11(a) or (b) reveals damage to components critical to
radiation safety, thedevice shall beremoved fromservice
until repairs have been made. (Indiana State Department
of Health; Rule HRH-2,PT E,Sec E.108; filed May 26,
1978, 3:30 pm: 1 IR 201; filed Feb 29, 1984, 10:10 am:
7 IR 931; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 |AC 5-5-11.5 Permanent installations
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 11.5. Permanent radiographicinstallationshaving
high radiation area entrance controls of the type de-
scribed in 410 IAC 5-4-11(c)(2)(ii) and (iii) and (c)(4)
shall also meet the following requirements:

(a) Each entrance that is used for personnel accessto
the high radiation areashall haveboth visibleand audible
warning signalsto warn of the presence of radiation. The
visiblesignal shall be activated by radiation. The audible
signal shall be activated when an attempt is madeto enter
the installation while the source is exposed.
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(b) The control device or alarm system shall be tested
for proper operation at the beginning of each period of
use. Records of these tests shall be maintained for
inspection by the board until their disposal isauthorized.
(Indiana State Department of Health; 410 |AC 5-5-11.5;
filed Feb 29, 1984, 10:10 am: 7 IR 931; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-5-12 Personnel training and testing; in-
ternal audit of operating and

emer gency procedur es
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 12. Training and testing (appliesto all industrial
radiography). () No licensee or registrant shall permit
any individual to act asaradiographer, asdefined in 410
IAC 5-5-12, until such individual:

(1) Has been instructed in the subjects outlined in 410
I AC 5-5-20 and shall havedemonstrated understanding
thereof;
(2) Has received copies of and instruction in the
requirements contained in this section and the applica
ble sections of 410 |AC 5-4 and 410 I1AC 5-10, appro-
priate license(s), and the license€'s or registrant's
operating and emergency procedures, and shall have
demonstrated understanding thereof;

(3) Has demonstrated competence to use the source of

radiation, radiographic exposure devices, related

handling tools, and radiation survey instrumentswhich
will be employed in his assignment; and

(4) Has demonstrated an understanding of theinstruc-

tions of 410 IAC 5-5-12(a) by successful completion

of awrittentest and afield examination on the subjects
covered.

(b) Nolicenseeor registrant shall permit any individual
to act asaradiographer's assistant asdefinedin 410 |AC
5-5-12 until such individua:

(1) Has received copies of and instruction in the

licensee's or registrant's operating and emergency

procedures, and shall havedemonstrated understanding
thereof;

(2) Has demonstrated competence to use, under the

personal supervision of the radiographer, the sources

of radiation, radiographic exposure device(s), related
handling tools, and radiation survey instrumentswhich
will be employed in his assignment; and

(3) Has demonstrated an understanding of theinstruc-

tionsin 410 IAC 5-5-12(b) by successful completion

of awritten or oral test and afield examination on the
subjects covered.

(c) Records of the above training, including copies of
written tests and dates of oral tests and field examina-
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tions, shall be maintained for inspection by the board for
3 years following termination of employment.

(d) Eachlicensee or registrant shall conduct aninternal
audit program to ensure that the board's radioactive
material license conditions and the licensee's or regis-
trant's operating and emergency procedures are followed
by each radiographer and radiographer's assistant. These
internal audits shall be performed at least quarterly, and
each radiographer shall be audited at least annualy.
Recordsof internal audits shall be maintained for inspec-
tion by the board for 2 years from the date of the audit.
(Indiana Sate Department of Health; Rule HRH-2,PT
E,Sec E.201; filed May 26, 1978, 3:30 pm: 1 IR 201,
filed Feb 29, 1984, 10:10 am: 7 IR 931; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-5-13 Operating and emergency instruc-

tions
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 13. The licensee's or registrant's operating and
emergency procedures shal include instructions in at
least the following:

(a) The handling and use of sources of radiation to be
employed such that no individual islikely to be exposed
to radiation doses in excess of the limits established in
410 IAC 5-4;

(b) Methods and occasions for conducting radiation
surveys,

(c) Methods for controlling access to radiographic
aress;

(d) Methods and occasions for locking and securing
sources of radiation;

(e) Personnel monitoring and the use of personnel
monitoring equi pment including steps that must be taken
immediately by radiography personnel in the event a
pocket dosimeter isfound to be off-scale;

(f) Transportation to field locations, including packing of
sources of radiation in the vehicles, posting of vehicles, and
control of sources of radiation during transportation;

(9) Minimizing exposure of individuasin the event of
an accident;

(h) Theprocedurefor notifying proper personnel inthe
event of an accident;

(i) Maintenance of records; and

(i) The inspection and maintenance of radiographic
exposure devices, source changers, storage containers,
and radiation machines. (Indiana Sate Department of
Health; Rule HRH-2,PT E,Sec E.202; filed May 26,
1978, 3:30 pm: 1 IR 201; filed Feb 29, 1984, 10:10 am:
7 IR 932; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)
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410 1AC 5-5-14 Personnel monitoring in gamma

radiography
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 14. (a) No licensee or registrant shall permit any
individual to act as aradiographer or as aradiographer's
assistant unless, at all times during radiographic opera-
tions, each such individual shall wear a direct reading
pocket dosimeter and either film badge or a
thermoluminescent dosimeter. Pocket dosimeters shall
have arange from zero to at least 200 milliroentgens and
shall berecharged daily or at the start of each shift. Each
film badge or thermoluminescent dosimeter shall be
assigned to and worn by only one individual.

(b) Pocket dosimeters shall be read and exposures
recorded daily. An individua's film badge or
thermoluminescent dosimeter shall be immediately
processed if his pocket dosimeter is discharged beyond
its range. Reports received from the film badge or
thermoluminescent dosimeter processor and records of
pocket dosimeter readings shall be maintained for
inspection by the board until it authorizestheir disposal.

(c) Pocket dosimeters shall be checked for correct
response to radiation at periods not to exceed one year.
Acceptable dosimeters shall read within plusor minus 30
percent of the true radiation exposure. (Indiana Sate
Department of Health; Rule HRH-2,PT E,Sec E.203;
filed May 26, 1978, 3:30 pm: 1 IR 202; filed Feb 29,
1984, 10:10 am: 7 IR 932; readopted filed Jul 11, 2001,
2:23p.m.: 24 IR 4234)

4101AC5-5-14.5 Supervision of radiographer assis-
tantsin gamma radiography
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 14.5. Whenever a radiographer's assistant uses
radi ographic exposure devices, sealed sources, or related
source handling tools, or conducts radiation surveys
required by 410 |AC 5-5-17(b) and (c) to determine that
the sealed source has returned to the shielded position
after an exposure, the radiographer's assistant shall be
under the personal supervision of a radiographer. (Indi-
ana Sate Department of Health; 410 |AC 5-5-14.5; filed
Feb 29, 1984, 10:10 am: 7 IR 933; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 | AC 5-5-15 Security during operation
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec. 15. During each radiographic operation, the
radiographer or radiographer's assistant shall maintain a
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direct surveillance of the operation to protect against
unauthorized entry into a high radiation area, as defined
in 410 IAC 5-1, except:

(a) Where the high radiation area is equipped with a
control device or alarm system as described in 410 IAC
5-4-11(c)(2), or

(b) Where the high radiation areais locked to protect
against unauthorized or accidental entry. (Indiana State
Department of Health; Rule HRH-2,PT E,Sec E.301;
filed May 26, 1978, 3:30 pm: 1 IR 202; filed Feb 29,
1984, 10:10 am: 7 IR 933; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

410 IAC 5-5-16 Posting of operation areas
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 16. Notwithstanding any provisionsin4101AC5-
4-12(c), areas in which radiography is being performed
shall be conspicuously posted as required by 410 IAC 5-
4-11(b) and (c)(1). (Indiana State Department of Health;
Rule HRH-2,PT E,Sec E.302; filed May 26, 1978, 3:30
pm: 1 1R 202; filed Feb 29, 1984, 10:10 am: 7 IR 933;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-5-17 Surveys; records
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 17. (a) No radiographic operation shall be con-
ducted unless calibrated and operable radiation survey
instrumentation as described in 410 IAC 5-5-9 is avail-
able and used at each site where radiographic exposures
are made.

(b) A physical radiation survey shall be made after
each radiographic exposure utilizing radiographic
exposure devices or sealed sources of radioactive mate-
rial to determinethat the sealed source has been returned
to its shielded position. The entire circumference of the
radiographic exposure device shall be surveyed. If the
radi ographic exposure device hasasourceguidetube, the
survey shall also include the guide tube.

(c) A physicd radiation survey shall bemadeto determine
that each sedled source is in its shielded position prior to
securing the radiographic exposure device or storage
container as pecified in 410 1AC 5-5-5.

(d) A physical radiation survey shall be made after
each radiographic exposure using radiation machines to
determine that the machineis “off.”

(e) Records shall be kept of the surveys required by
410 1AC5-5-17(c). Such records shall be maintained for
inspection by the board for 2 years after completion of
the survey. If the survey was used to determine an
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individual's exposure, however, therecords of the survey
shall be maintained until the board authorizes their
disposition. (Indiana Sate Department of Health; Rule
HRH-2,PT E,Sec E.303; filed May 26, 1978, 3:30 pm: 1
IR 202; filed Feb 29, 1984, 10:10 am: 7 IR 933;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 IAC 5-5-18 Temporary job siterecords
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 18. Each licensee or registrant conducting indus-
trial radiography at a temporary site shall have the
following records available at that site for inspection by
the board:

(a) Appropriatelicense, (or certificate of registration)
or equivalent document;

(b) Operating and emergency procedures;

(c) Applicable rules;

(d) Survey records required pursuant to 410 IAC 5-5-
17 for the period of operation at the site;

(e) Daily pocket dosimeter records for the period of
operation at the site; and

(f) The latest instrument calibration and leak test
record for specific devicesin use at the site. Acceptable
records include tags or labels which are affixed to the
device or survey meter. (Indiana State Department of
Health; Rule HRH-2,PT E,Sec E.304; filed May 26,
1978, 3:30 pm: 1 1R 202; filed Feb 29, 1984, 10:10 am:
7 IR 934; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 IAC 5-5-19 Enclosed radiography; exemption;
special requirements (Repealed)

Sec. 19. (Repealed by Indiana State Department of
Health; filed Feb 29, 1984, 10:10 am: 7 IR 829)

410 1AC 5-5-20 I nstruction of radiographers; scope
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 20. Subjectsto be Covered During the Instruction
of Radiographers
(I Fundamental s of Radiation Safety
(A) Characteristics of radiation
(B) Units of radiation dose (mrem) and quantity of
radioactivity (curie)
(C) Significance of radiation dose
(1) Radiation protection standards
(2) Biological effects of radiation
(D) Levels of radiation from sources of radiation
(E) Methods of controlling radiation dose
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(1) Working time
(2) Working distances
(3) Shielding
(1) Radiation Detection Instrumentation to be Used
(A) Use of radiation survey instruments
(1) Operation
(2) Cdlibration
(3) Limitations
(B) Survey techniques
(C) Use of personnel monitoring equipment
(1) Film badges
(2) Thermoluminescent dosimeters
(3) Pocket dosimeters
(111 Radiographic Equipment to be Used
(A) Remote handling equipment
(B) Radiographic exposure devices and seal ed sources
(C) Storage containers
(D) Operation and control of x-ray eguipment
(IV) The Requirements of Pertinent Federal and State
Rules
(V) The Licensee's or Registrant's Written Operating
and Emergency Procedures
(V1) Case Histories of Radiography Accidents (Indi-
ana State Department of Health; Rule HRH-2,PT
E,Appendix A; filed May 26, 1978, 3:30 pm: 1 IR 203;
filed Feb 29, 1984, 10:10 am: 7 IR 934; readopted filed

Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

Rule 6. X-Raysin the Healing Arts (Repealed)

(Repealed by Indiana Sate Department of Health; filed

Oct 29, 1993, 5:00 p.m.: 17 1R 392)

Rule6.1. X-Raysin the Healing Arts

410IAC5-6.1-1
410 IAC5-6.1-2
410IAC5-6.1-3
410IAC5-6.1-4
410 IAC5-6.1-5
410 IAC5-6.1-6
410 IAC5-6.1-7
410 IAC5-6.1-8
410 IAC5-6.1-9
410 IAC5-6.1-10
410IAC5-6.1-11
410 IAC5-6.1-12
410 IAC5-6.1-13
410IAC5-6.1-14
410 IAC5-6.1-15
410 IAC5-6.1-16
410IAC5-6.1-17
410IAC5-6.1-18 *
410 IAC5-6.1-19
410 IAC5-6.1-20
410IAC5-6.1-21
410 IAC5-6.1-22

Incorporation by reference
“ABHP” defined

“ABMP” defined

“ABR” defined

“Absorbed dose” defined
“Accessible surface” defined
“ACR” defined

“Air-kerma’ defined
“Air-kermarate” defined
“Air-kerma strength” defined
“Aluminum equivalent” defined
“Applicator” defined

“ARRT” defined

“Attenuation block” defined

“ Automatic exposure control” defined
“Beam axis’ defined
“Beam-limiting device”’ defined

Beam monitoring system” defined

“Beam scattering filter” defined
“Blocking tray” defined
“Cdlibration” defined

“Centrd axis’ defined
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410 1AC 5-6.1-23 “Certified component” defined

410 1AC 5-6.1-24 “Certified system” defined

410 1AC 5-6.1-25 “cm” defined

410 IAC 5-6.1-26 “Coefficient of variation” defined

410 IAC 5-6.1-27 “Commissioner” defined

410 1AC 5-6.1-28 “Constancy check” defined

410 1AC 5-6.1-29 “Contact therapy system” defined

410 1AC 5-6.1-30 “Contrast retio” defined

410 1AC 5-6.1-31 “Control panel” defined

4101AC 5-6.1-32 “Cooling curve’ defined

410 1AC 5-6.1-33 “Dead-man switch” defined

410 1AC 5-6.1-34 “Department” defined

410 1AC 5-6.1-35 “Diagnostic source assembly” defined

410 1AC 5-6.1-36 “Diagnostic x-ray system” defined

410 1AC 5-6.1-37 “Direct scattered radiation” defined

410 1AC 5-6.1-38 “Dose monitoring system” defined

410 IAC 5-6.1-39 “Dose monitor unit” defined

410 1AC 5-6.1-40 “Field emission equipment” defined

410 1AC 5-6.1-41 “Field size” defined

410 1AC 5-6.1-42 “Filter” defined

410 1AC 5-6.1-43 “Fluoroscopic imaging assembly” defined

410 1AC 5-6.1-44 “Focal spot” defined

410 1AC 5-6.1-45 “Gantry” defined

410 1AC5-6.1-46 “Genera purpose radiographic x-ray sys-
tem” defined

410 1AC 5-6.1-47 “Gonadal shield” defined

410 1AC 5-6.1-48 “Gray” defined

410 1AC 5-6.1-49 “Haf-valuelayer” defined

410 1AC 5-6.1-50 “Healing arts screening” defined

410 1AC5-6.1-51 “Imageintensifier” defined

410 1AC 5-6.1-52 “Image receptor” defined

410 1AC 5-6.1-53 “Interruption” defined

410 1AC 5-6.1-54 “Irradiation” defined

410 1AC 5-6.1-55 “Isocenter” defined

410 1AC 5-6.1-56 “Isodoseling” defined

410 1AC 5-6.1-57 “kV” defined

410 1AC 5-6.1-58 “kVp" defined

410 1AC 5-6.1-59 “kWSs’ defined

410 1AC 5-6.1-60 “Lead equivalent” defined

410 1AC 5-6.1-61 “Leakage radiation” defined

410 1AC 5-6.1-62 “Leakage technique factors’ defined

410 1AC 5-6.1-63 “Lux” defined

410 1AC 5-6.1-64 “mA” defined

410 1AC 5-6.1-65 “Mammographer” defined

410 1AC 5-6.1-66 “mAs’ defined

410 1AC 5-6.1-67 “MeV” defined

410 1AC 5-6.1-68 “Misadministration” defined

410 1AC 5-6.1-69 “mm” defined

410 1AC5-6.1-70 “Mobile x-ray equipment” defined

410 1AC 5-6.1-71 “Moving beam therapy” defined

410 1AC 5-6.1-72 “mR” defined

410 IAC 5-6.1-73 “Normal treatment distance” defined

410 1AC 5-6.1-74 “Patient” defined

410 1AC 5-6.1-75 “Phantom” defined

4101AC5-6.1-76 “Portable x-ray equipment” defined

410 1AC 5-6.1-77 “Position indicating device’ defined

410 1AC5-6.1-78 “Practitioner of the healing arts’ defined

410 1AC 5-6.1-79 “Primary dose monitoring system” defined

410 1AC 5-6.1-80 “Primary protective barrier” defined

4101AC56.1-1

410 1AC5-6.1-81 “Protective apron” defined

410 IAC 5-6.1-82 “Protective barrier” defined

410 1AC 5-6.1-83 “Protective glove” defined

410 1AC 5-6.1-84 “Radiation detector” defined

410 1AC 5-6.1-85 “Radiation head” defined

4101AC5-6.1-86 “Radiation therapy simulation system”
defined

410 1AC 5-6.1-87 “Radiographic imaging system” defined

410 1AC 5-6.1-88 “Rating” defined

410 1AC 5-6.1-89 “Scattered radiation” defined

410 1AC 5-6.1-90 “Secondary dose monitoring system” de-
fined

410 1AC 5-6.1-91 “Secondary protective barrier” defined

410 1AC 5-6.1-92 “Shutter” defined

410 1AC 5-6.1-93 “SID” defined

410 1AC 5-6.1-94 “Source” defined

410 1AC 5-6.1-95 “Specia purpose x-ray system” defined

410 1AC 5-6.1-96 “Spot check” defined

410 1AC 5-6.1-97 “Spot film” defined

410 1AC 5-6.1-98 “Spot film device” defined

410 1AC 5-6.1-99 “SSD” defined

410 1AC 5-6.1-100
4101AC5-6.1-101
410 1AC 5-6.1-102
4101AC5-6.1-103
4101AC5-6.1-104
410 1AC5-6.1-105
410 1AC 5-6.1-106
410 1AC 5-6.1-107
410 1AC5-6.1-108
410 1AC5-6.1-109
4101AC5-6.1-110
4101AC5-6.1-111
410 1AC5-6.1-112
4101AC5-6.1-113
4101AC5-6.1-114
4101AC5-6.1-115
4101AC5-6.1-116
4101AC5-6.1-117
4101AC5-6.1-118

4101AC5-6.1-119
4101AC5-6.1-120
4101AC5-6.1-121
4101AC5-6.1-122
4101AC5-6.1-123
4101AC5-6.1-124

410 1AC 5-6.1-125
410 1AC 5-6.1-126

410 1AC 5-6.1-127
4101AC5-6.1-128

4101AC 5-6.1-1

“ Stationary beam therapy” defined
“Stationary x-ray equipment” defined
“Target” defined

“Technique factors’ defined
“Termination of irradiation” defined
“Traceable” defined

“Tube” defined

“Tube housing assembly” defined
“Tube rating chart” defined

“Useful beam” defined

“Veterinarian” defined

“Virtual source” defined

“Visible area’ defined

“Wedge filter” defined

“x-ray” defined

“x-ray control” defined

“x-ray equipment” defined

“x-ray system” defined

Genera requirements for operation of x-
ray equipment

Diagnostic x-ray systems

Fluoroscopic x-ray systems

Genera purpose radiographic systems
Specia purpose x-ray systems

Intraoral dental radiographic systems
Therapeutic x-ray systems operating at
less than one MeV

Therapeutic x-ray or electron systems
operating at one MeV or more
Veterinary medicine radiographic sys-
tems

Mammographic x-ray equipment
Mammaography inspection for calendar
year 1993

I ncorporation by reference

Authority: |C 16-41-35-26; | C 16-41-35-29

Affected:

1C 16-41-35



4101AC5-6.1-2

Sec. 1. The following documents are incorporated by
reference as a part of thisrule:
(1) 21 CFR 1020.30(c) (HHS publication FDA 88-
8035, April 1988). Sales of the Code of Federal
Regulationsarehandled exclusively by the Superinten-
dent of Documents, Government Printing Office,
Washington, D.C. 20402. This document is available
for public review at the department.
(2) 21 CFR Subchapter J (HHS publication FDA 88-
8035, April 1988). Sales of the Code of Federal
Regulationsarehandled exclusively by the Superinten-
dent of Documents, Government Printing Office,
Washington, D.C. 20402. This document is available
for public review at the department.
(3) “A Protocol for the Determination of Absorbed Dose
from High Energy Photon and Electron Beams’: Medical
Physics; Val. 10; No. 6; Nov/Dec 1983; pp. 741-771.
Copies may be obtained by writing to: American Institute
of Physics, Single Copy Sdles, 500 Sunnyside Blvd.,
Woodbury, New Y ork 11791. Thisdocument isavailable
for public review at the department.
(Indiana Sate Department of Health; 410 IAC 5-6.1-1;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 356; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-6.1-2 “ABHP” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 2. As used in this rule, “ABHP’ means the
American Board of Health Physics. (Indiana State
Department of Health; 410 IAC 5-6.1-2; filed Oct 29,
1993, 5:00 p.m.: 17 IR 356; readopted filed Jul 11, 2001,
2:23p.m.: 24 IR 4234)

4101AC 5-6.1-3 “ABMP” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 3. As used in this rule, “ABMP” means the
American Board of Medical Physics. (Indiana Sate
Department of Health; 410 IAC 5-6.1-3; filed Oct 29,
1993, 5:00 p.m.: 17 IR 357; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC5-6.1-4 “ABR” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 4. Asused in thisrule, “ABR” means the Amer-
ican Board of Radiology. (Indiana State Department of
Health; 410 1AC 5-6.1-4; filed Oct 29, 1993, 5:00 p.m.:
171R357; readopted filed Jul 11, 2001, 2:23p.m.: 24IR
4234)

INDIANA STATE DEPARTMENT OF HEALTH 442

410 AC 5-6.1-5 “Absorbed dose” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 5. As used in this rule, “absorbed dose” means
that amount of radiation which has been absorbed,
measured in grays or rads. (Indiana State Department of
Health; 410 1AC 5-6.1-5; filed Oct 29, 1993, 5:00 p.m.:
17 1R 357; readopted filed Jul 11, 2001, 2:23p.m.: 24 IR
4234)

410 AC 5-6.1-6 “Accessible surface” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 6. Asusedinthisrule, “ accessiblesurface” means
the external surface of the enclosure or housing provided
by the manufacturer. (Indiana State Department of
Health; 410 1AC 5-6.1-6; filed Oct 29, 1993, 5:00 p.m.:
171R357; readopted filed Jul 11, 2001, 2:23p.m.: 24IR
4234)

4101AC 5-6.1-7 “ACR” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 7. Asusedin thisrule, “ACR” meansthe American
Collegeof Radiology. (Indiana Sate Department of Health;
4101AC 5-6.1-7; filed Oct 29, 1993, 5:00 p.m.; 17 IR 357;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 AC 5-6.1-8 “Air-kerma” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 8. Asusedinthisrule, “air-kerma’ meansthe sum
of the initial kinetic energies of all charged particles
liberated by indirectly ionizing particles in a volume
element of air of known mass. (Indiana State Department
of Health; 410 IAC 5-6.1-8; filed Oct 29, 1993, 5:00
p.m.: 17 IR357; readopted filed Jul 11, 2001, 2:23 p.m.:
24 1R 4234)

410 AC 5-6.1-9 “Air-kermarate’ defined
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 9. Asusadinthisrule, “ air-kermarate’ meanstheair-
kerma in a time interval. (Indiana Sate Department of
Health; 410 1AC 5-6.1-9; filed Oct 29, 1993, 5:00 p.m.; 17
IR357; readopted filed Jul 11, 2001, 2:23p.m.: 241R4234)

410 1AC 5-6.1-10 “Air-kerma strength” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35
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Sec. 10. As used in this rule, “air-kerma strength”
means the product of air-kermaratein free space and the
square of the distance of the caibration point from the
source center along the perpendicular bisector. (Indiana
Sate Department of Health; 410 1AC 5-6.1-10; filed Oct
29, 1993, 5:00 p.m.: 17 IR 357; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-11 “ Aluminum equivalent” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 11. Asused in this rule, “aluminum equivalent”
means that thickness of type 1100 auminum alloy
(compounded of ninety-nine percent (99%) aluminum,
minimum, and twelve-hundredths percent (0.12%)
copper, minimum) which affordsthe same attenuation as
the material in question, under the same conditions.
(Indiana State Department of Health; 410 1AC 5-6.1-11;
filed Oct 29, 1993, 5:00 p.m.: 17 IR357; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-6.1-12 “Applicator” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 12. As used in this rule, “applicator” means a
structure which determines the extent of the treatment
field at agiven distancefromthevirtua source. (Indiana
Sate Department of Health; 410 1AC 5-6.1-12; filed Oct
29, 1993, 5:00 p.m.: 17 IR 357; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-13 “ARRT” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 13. As used in this rule, “ARRT” means the
American Registry of Radiologic Technologists. (Indiana
Sate Department of Health; 410 1AC 5-6.1-13; filed Oct
29, 1993, 5:00 p.m.: 17 IR 357; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-6.1-14 “ Attenuation block” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 14. As used in this rule, “attenuation block”
means a block or stack of aluminum equivaent material
having dimensions twenty (20) cm by twenty (20) cm by
three and eight-tenths (3.8) cm. (Indiana Sate Depart-
ment of Health; 410 IAC 5-6.1-14; filed Oct 29, 1993,
5:00 p.m.: 17 IR 357; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC5-6.1-19

410 1AC 5-6.1-15 “ Automatic exposure control”

defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 15. As used in this rule, “automatic exposure
control” meansadevicewhich automatically controlsone
(1) or more technique factors in order to obtain at a
preselected location the required quantity of radiation.
(Indiana State Department of Health; 410 1AC 5-6.1-15;
filed Oct 29, 1993, 5:00 p.m.: 17 IR357; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-16 “Beam axis’ defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 16. Asused inthisrule, “beam axis’ meansaline
from the source through the centers of the x-ray fields.
(Indiana State Department of Health; 410 1AC 5-6.1-16;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 358; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-17 “Beam-limiting device” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 17. As used in this rule, “beam-limiting device’
means a device which provides a means to restrict the
dimensions of an x-ray field. (Indiana State Department
of Health; 410 IAC 5-6.1-17; filed Oct 29, 1993, 5:00
p.m.: 17 IR 358; readopted filed Jul 11, 2001, 2:23 p.m.:
24 1R 4234)

4101AC 5-6.1-18 “Beam monitoring system” de-
fined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 18. As used in this rule, “beam monitoring sys-
tem” means a system which detects and measures radia-
tion present in the useful beam. (Indiana State Depart-
ment of Health; 410 IAC 5-6.1-18; filed Oct 29, 1993,
5:00 p.m.: 17 IR 358; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 1AC 5-6.1-19 “Beam scattering filter” defined
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 19. Asused in this rule, “beam scattering filter”
means afilter used to scatter abeam of electrons. (Indi-
ana Sate Department of Health; 410 |AC 5-6.1-19; filed
Oct 29, 1993, 5:00 p.m.: 17 IR 358; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)



4101AC5-6.1-20

410 1AC 5-6.1-20 “Blocking tray” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 20. Asused in thisrule, “blocking tray” means a
device attached to the radiation head to support auxiliary
beam-limiting material. (Indiana Sate Department of
Health; 410 |AC 5-6.1-20; filed Oct 29, 1993, 5:00 p.m.:
171R358; readopted filed Jul 11, 2001, 2:23 p.m.: 24 1R
4234)

410 |AC 5-6.1-21 “Calibration” defined
Authority: 1C 16-41-35-26; |1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 21. Asused in thisrule, “calibration” means the
determination of any of the following:
(1) The exposure or reading of an instrument relative
to aknown exposure or air-kerma.
(2) Theexposurerate or air-kermarate of the output of
an x-ray or electron system.
(3) The absorbed dose rate from an x-ray or electron
system.
(4) The air-kerma strength of a radioactive sealed
source,
(Indiana State Department of Health; 410 1AC 5-6.1-21;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 358; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-22 “ Central axis’ defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 22. Asused in thisrule, “ central axis’ meansthe
line passing through the center of an x-ray system's
virtual source and the center of the plane figure formed
by the edges of the first beam-limiting device. (Indiana
Sate Department of Health; 410 1AC 5-6.1-22; filed Oct
29, 1993, 5:00 p.m.: 17 IR 358; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-23 “ Certified component” defined
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 23. As used in this rule, “certified component”
means a component of an x-ray system which meetsthe
requirements of 21 CFR Subchapter J. (Indiana State
Department of Health; 410 IAC 5-6.1-23; filed Oct 29,
1993, 5:00 p.m.: 17 IR358; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-24 “ Certified system” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35
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Sec. 24. Asused inthisrule, “ certified system” means
any x-ray system which has one (1) or more certified
components. (Indiana State Department of Health; 410
IAC 5-6.1-24; filed Oct 29, 1993, 5:00 p.m.: 17 IR 358;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-25 “cm” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 25. Asused in thisrule, “cm” means centimeter.
(Indiana State Department of Health; 410 1AC 5-6.1-25;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 358; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-6.1-26 “Coefficient of variation” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 26. Asused inthisrule, “ coefficient of variation”
means the ratio of the standard deviation to the mean
value of a population of observations. It is estimated
using the following equation:

c-S- 1§ X, x)
X Xli-1
Where: C = Coefficient of variation
s = Estimated standard deviation of the

population
X = Mean value of observationsin sample
X; = Vaueof theith observation in sample
n = Number of observationsin sample
(Indiana State Department of Health; 410 1AC 5-6.1-26;
filed Oct 29, 1993, 5:00 p.m.: 17 IR358; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-6.1-27 “Commissioner” defined
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 27. As used in this rule, “commissioner” means
the department commissioner or his or her authorized
representative. (Indiana State Department of Health; 410
IAC 5-6.1-27; filed Oct 29, 1993, 5:00 p.m.: 17 IR 359;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-28 “ Constancy check” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 28. Asused inthisrule, “ constancy check” means
aweekly procedure performed to assure that a previous
calibration continuesto be valid. (Indiana State Depart-
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ment of Health; 410 IAC 5-6.1-28; filed Oct 29, 1993,
5:00 p.m.: 17 IR 359; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC5-6.1-29 “Contact therapy system” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 29. Asused inthisrule, “ contact therapy system”
means an x-ray system used for therapy with the x-ray
tube port placed in contact with or within five (5) cm of
the surface being treated. (Indiana Sate Department of
Health; 410 IAC 5-6.1-29; filed Oct 29, 1993, 5:00 p.m.:
17 IR 359; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 |AC 5-6.1-30 “Contrast ratio” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 30. Asusedinthisrule, “ contrast ratio” meansthe
illumination inside the area three (3) mm from the edge
of thelight field (1,), divided by the illumination outside
the areathree (3) mmfromthe edge of thelight field (1,).
It is calculated using the following equation:

Contrast ratio =1,/1,
(Indiana State Department of Health; 410 |AC 5-6.1-30;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 359; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-31 “Control panel” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 31. As used in thisrule, “control panel” means
that part of the x-ray system or electron therapy system
control upon which are mounted the switches, knobs,
push buttons, and other hardware necessary for manually
setting the technique factors. (Indiana State Department
of Health; 410 IAC 5-6.1-31; filed Oct 29, 1993, 5:00
p.m.: 17 IR359; readopted filed Jul 11, 2001, 2:23 p.m.:
24 1R 4234)

410 1AC 5-6.1-32 “ Cooling curve” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 32. Asused in this rule, “cooling curve” means
the graphical relationship between heat stored and
cooling time for a tube. (Indiana State Department of
Health; 410 |AC 5-6.1-32; filed Oct 29, 1993, 5:00 p.m.:
171R359; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 1AC5-6.1-37

410 |AC 5-6.1-33 “Dead-man switch” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 33. Asusedinthisrule, “ dead-man switch” means
a control switch constructed so that its circuit remains
closed only aslong asthe operator maintains pressure on
the switch. (Indiana State Department of Health; 410
IAC 5-6.1-33; filed Oct 29, 1993, 5:00 p.m.: 17 IR 359;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-34 “ Department” defined
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 34. Asused in thisrule, “department” means the
Indiana state department of health or its authorized
representative. (Indiana State Department of Health; 410
IAC 5-6.1-34; filed Oct 29, 1993, 5:00 p.m.: 17 IR 359;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-6.1-35 “Diagnostic sour ce assembly” de-
fined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 35. Asusedinthisrule, “ diagnostic source assembly”
means the tube housing assembly with a beamHimiting
device attached. (Indiana Sate Department of Health; 410
IAC 5-6.1-35; filed Oct 29, 1993, 5:00 p.m.: 17 IR 359;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-6.1-36 “Diagnogticx-ray system” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 36. Asusedinthisrule, “ diagnostic x-ray system”
means an x-ray system designed for irradiation of any
part of the human body for diagnosis or visualization.
(Indiana Sate Department of Health; 410 1AC 5-6.1-36;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 359; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-6.1-37 “Direct scattered radiation” de-
fined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 37. Asused in thisrule, “direct scattered radiation”
means that radiation which has changed direction only by
virtueof itscontact withthemateriasirradiated by theuseful
beam. (Indiana Sate Department of Health; 410 |AC 5-6.1-
37; filed Oct 29, 1993, 5:00 p.m.: 17 IR 360; readopted filed
Jul 11, 2001, 2:23 p.m.; 24 IR 4234)
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4101AC5-6.1-38 “Dosemonitoring system” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 38. Asusedinthisrule, “ dose monitoring system”
means a system of devices for the detection, measure-
ment, and display of quantities of radiation. (Indiana
Sate Department of Health; 410 1AC 5-6.1-38; filed Oct
29, 1993, 5:00 p.m.: 17 IR 360; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-6.1-39 “Dose monitor unit” defined
Authority: 1C 16-41-35-26; |1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 39. As used in this rule, “dose monitor unit”
means a unit response from the dose monitoring system
from which the absorbed dose can be calculated. (Indi-
ana Sate Department of Health; 410 |AC 5-6.1-39; filed
Oct 29, 1993, 5:00 p.m.: 17 IR 360; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-6.1-40 “Fieldemisson equipment” defined
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 40. Asused inthisrule, “field emission equipment”
means equi pment which uses an x-ray tube in which elec-
trons are emitted from the cathode due soldly to an ectro-
megnetic field. (Indiana State Department of Health; 410
IAC 5-6.1-40; filed Oct 29, 1993, 5:00 p.m.: 17 IR 360;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-41 “Field size” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 41. Asused in this rule, “field size” means the
dimensions along the mgjor axes of an areain a plane
perpendicular to the specified direction of the beam of
incident radiation at the normal treatment distance and
defined by theintersection of the major axesand thefifty
percent (50%) isodose line, for diagnostic applications.
For therapeutic x-ray applications, “field size” meansthe
two (2) longest perpendicular lengths, in combination, of
afiguredefined by thefifty percent (50%) isodoselineat
a cross section of the x-ray beam, measured in the plane
perpendicular to the central axis of the x-ray beam at the
normal treatment distance. In either case, field size is
determined when materia is placed in the beam so that
maximum dose is achieved a the normal treatment
distance. (Indiana Sate Department of Health; 410 |AC
5-6.1-41; filed Oct 29, 1993, 5:00 p.m.: 17 IR 360;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
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410 1AC 5-6.1-42 “Filter” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 42. Asused in thisrule, “filter” means material
placed in the useful beam to absorb selected radiation.
(Indiana State Department of Health; 410 1AC 5-6.1-42;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 360; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-6.1-43 “Fluoroscopic imaging assembly”

defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 43. As used in this rule, “fluoroscopic imaging
assembly” means a subsystem in which x-ray photons
produce afluoroscopic image. It includes the following:

(1) A diagnostic source assembly.

(2) An image receptor.

(3) Animage intensifier.

(4) A spot-film device.

(5) Electrical interlocks.

(6) Appurtenances.

(Indiana State Department of Health; 410 1AC 5-6.1-43;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 360; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-44 “Focal spot” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 44. Asused in thisrule, “foca spot” means that
area of the x-ray tube anode struck by electronsfromthe
cathode to produce the useful beam. (Indiana Sate
Department of Health; 410 |AC 5-6.1-44; filed Oct 29,
1993, 5:00 p.m.: 17 IR 360; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-45 “ Gantry” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 45. Asused in thisrule, “gantry” meansthat part
of a radiation therapy system supporting and which
allows movement of the radiation head. (Indiana Sate
Department of Health; 410 IAC 5-6.1-45; filed Oct 29,
1993, 5:00 p.m.: 17 IR 360; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)

4101AC5-6.1-46 “General purpose radiographic x-
ray system” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35
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Sec. 46. As used in thisrule, “general purpose radio-
graphic x-ray system” means any radiographic x-ray
system which is used, or can be used, to visualize or
measure any anatomical region, except fluoroscopic,
intraoral dental, mammographic, special purpose, ther-
apy, and veterinary x-ray systems. (Indiana State Depart-
ment of Health; 410 IAC 5-6.1-46; filed Oct 29, 1993,
5:00 p.m.: 17 IR 360; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 |AC 5-6.1-47 “Gonadal shield” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 47. As used in thisrule, “gonadal shield” means
a secondary protective barrier for the testes or ovaries.
(Indiana State Department of Health; 410 1AC 5-6.1-47;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 361; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-48 “ Gray” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 48. As used in thisrule, “gray” means a unit of
measurement of radiation absorption. One (1) gray is
equal toone (1) jouleper kilogram, or one hundred (100)
radiation absorbed doses. (Indiana State Department of
Health; 410 |AC 5-6.1-48; filed Oct 29, 1993, 5:00 p.m.:
17 1R 361; readopted filed Jul 11, 2001, 2:23p.m.: 24 IR
4234)

410 1AC 5-6.1-49 “Half-value layer” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 49. Asusedinthisrule, “haf-value layer” means
the thickness of aspecified material which attenuatesthe
beam of radiation to an extent such that the exposurerate
is reduced to one-half (1/2) of its origina value. The
contribution of all scattered radiation, other than any
which might be present initially in the radiation beam
concerned, is excluded from this definition. (Indiana
Sate Department of Health; 410 1AC 5-6.1-49; filed Oct
29, 1993, 5:00 p.m.: 17 IR 361; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-50 “Healing arts screening” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 50. Asused in thisrule, “healing arts screening”
means the testing of human beings using x-ray machines
for the detection or evaluation of health indicationswhen

410 IAC5-6.1-54

suchtestsarenot specifically andindividually ordered by
alicensed practitioner of the healing arts legally autho-
rized to prescribe such x-ray tests for the purpose of
diagnosis or treatment. (Indiana State Department of
Health; 410 |AC 5-6.1-50; filed Oct 29, 1993, 5:00 p.m.:
171R361; readopted filed Jul 11, 2001, 2:23p.m.: 24IR
4234)

410 1AC 5-6.1-51 “Imageintensifier” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: IC 16-41-35

Sec.51. Asusedinthisrule, “imageintensifier” means
adevice, installed in its housing, which instantaneously
converts an x-ray pattern into a corresponding light
image of higher energy density. (Indiana Sate Depart-
ment of Health; 410 IAC 5-6.1-51; filed Oct 29, 1993,
5:00 p.m.: 17 IR 361; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 1AC 5-6.1-52 “Imagereceptor” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 52. As used in this rule, “image receptor” means
any device, such as afluorescent screen or radiographic
film, which transformsincident x-ray photonseither into
avisible image or into another form which can be made
into avisibleimage by further transformations. (Indiana
Sate Department of Health; 410 1AC 5-6.1-52; filed Oct
29,1993, 5:00 p.m.: 17 IR 361, readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-53 “Interruption” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 53. As used in this rule, “interruption” means
temporary cessation of irradiation with the possibility
that irradiation will be resumed without resetting the
operating conditions on the x-ray system control panel.
(Indiana State Department of Health; 410 |AC 5-6.1-53;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 361, readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-6.1-54 “Irradiation” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 54. Asused in thisrule, “irradiation” means the
exposure of matter to ionizing radiation. (Indiana Sate
Department of Health; 410 IAC 5-6.1-54; filed Oct 29,
1993, 5:00 p.m.: 17 IR 361; readopted filed Jul 11, 2001,
2:23 p.m.: 24 IR 4234)
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410 1AC 5-6.1-55 “Isocenter” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 55. Asusedinthisrule, “isocenter” meansafixed
point in space located at the center of the smallest sphere
through which the central axis of the x-ray beam passes
in al conditions. (Indiana Sate Department of Health;
410 IAC 5-6.1-55; filed Oct 29, 1993, 5:00 p.m.: 17 IR
361; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 1AC 5-6.1-56 “Isodose ling” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 56. As used in this rule, “isodose line” means a
line, usually in aplane, along which the absorbed doseis
constant. (Indiana Sate Department of Health; 410 |AC
5-6.1-56; filed Oct 29, 1993, 5:00 p.m.: 17 IR 361;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-57 “kV” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 57. As used in this rule, “kV" means kilovolts.
(Indiana State Department of Health; 410 1AC 5-6.1-57;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 361; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-58 “kVp" defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 58. Asused in thisrule, “kVp” means kilovolts
peak or peak tube potential, which is the maximum
possi blevoltagedrop acrossthetube during an exposure,
measured in kV. (Indiana Sate Department of Health;
410 IAC 5-6.1-58; filed Oct 29, 1993, 5:00 p.m.: 17 IR
362; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 1AC 5-6.1-59 “kWs’ defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 59. Asused in this rule, “kWs" means kilowatt-
second. (Indiana State Department of Health; 4101AC 5-
6.1-59; filed Oct 29, 1993, 5:00 p.m.: 17 IR 362;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-60 “ L ead equivalent” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35
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Sec. 60. Asused in thisrule, “lead equivalent” means
that thickness of lead which affordsthe samefiltration of
an x-ray beam as the material in question under the same
conditions. (Indiana State Department of Health; 410
IAC 5-6.1-60; filed Oct 29, 1993, 5:00 p.m.: 17 IR 362;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-61 “L eakage radiation” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 61. As used in this rule, “leakage radiation”
means all radiation emanating from the diagnostic or
therapeutic source assembly except the useful beam and
that radiation produced when the exposure switch or
timer is not activated. (Indiana Sate Department of
Health; 410 |AC 5-6.1-61; filed Oct 29, 1993, 5:00 p.m.
17 IR 362; readopted filed Jul 11,2001, 2:23 p.m.: 24 IR
4234)

410 1AC 5-6.1-62 “ L eakage technique factors’ de-
fined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 62. As used in this rule, “leakage technique
factors’ means the technique factors associated with the
diagnostic or therapeutic sourceassembly which areused
in measuring leakage radiation. They are asfollows:

(1) For diagnostic source assemblies intended for

capacitor energy storage equipment, the maximum

rated kVp, and the maximum rated number of expo-

sures per hour at the maximum rated kVp, with a

charge per exposure of ten (10) mAs or the minimum

obtainable from the system, whichever islarger.

(2) For diagnostic source assembliesintended for field

emission equipment rated for pulsed operation, the

maximum rated kV p and the maximum rated number
of x-ray pulses per hour for operation at the maximum
rated kVp.

(3) For al other diagnostic or therapeutic source

assemblies, the maximum rated kV p and the maximum

rated continuous tube current for the maximum rated
kVp.
(Indiana State Department of Health; 410 1AC 5-6.1-62;
filed Oct 29, 1993, 5:00 p.m.: 17 IR362; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-63 "L ux" defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 63. As used in this rule, “lux” means a unit of
measurement for illumination equal to one (1) lumen per
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square meter. (Indiana State Department of Health; 410
IAC 5-6.1-63; filed Oct 29, 1993, 5:00 p.m.: 17 IR 362;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-64 “mA” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 64. Asusedinthisrule, “mA” meansmilliampere.
(Indiana State Department of Health; 410 1AC 5-6.1-64;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 362; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-65 “Mammogr apher” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 65. Asused in thisrule, “ mammographer” means
the diagnostic x-ray machine operator with specialized
training and/or education in performing mammography.
(Indiana State Department of Health; 410 1AC 5-6.1-65;
filed Oct 29, 1993, 5:00 p.m.: 17 IR362; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-66 “mASs’ defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 66. As used in this rule, “mAs’ means
milliampere-second. (Indiana Sate Department of
Health; 410 AC 5-6.1-66; filed Oct 29, 1993, 5:00 p.m.
17 IR 362; readopted filed Jul 11, 2001, 2:23p.m.: 24 IR
4234)

410 1AC 5-6.1-67 “MeV” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 67. As used in this rule, “MeV” means one
million (10°) electronvolts. (Indiana Sate Department of
Health; 410 |AC 5-6.1-67; filed Oct 29, 1993, 5:00 p.m.:
17 1R 362; readopted filed Jul 11,2001, 2:23p.m.: 24IR
4234)

410 |AC 5-6.1-68 “Misadministration” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 68. As used in this rule, “misadministration”
means the use of an x-ray therapy system or an electron
therapy system as follows:

(1) Administration of radiation to thewrong individual

or to the wrong treatment site.

(2) Administration of the wrong mode of treatment

(electrons versus x-rays and/or stationary versus

4101AC5-6.1-71

moving beam) to an individual.
(3) When atreatment prescribed for any treatment site
consists of three (3) or fewer fractions, the total
radiation dose actually administered at the treatment
site differs from that prescribed for the site by a
practitioner of the healing arts by more than ten
percent (10%) of thetotal radiation dose prescribed for
that treatment site.
(4) Whenthetota weekly radiation doseactualy adminis-
tered at any trestment Site differsfrom that prescribed for
the site by a practitioner of the heding arts by more than
thirty percent (30%) of the total weekly radiation dose
prescribed for that treatment site.
(5) Whenthetotal radiation doseactually administered
at any treatment site differs from that prescribed for
the site by a practitioner of the healing arts by more
than twenty percent (20%) of the total radiation dose
prescribed for that treatment site.
(Indiana Sate Department of Health; 410 1AC 5-6.1-68;
filed Oct 29, 1993, 5:00 p.m.: 17 IR362; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-69 “mm” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 69. Asused in thisrule, “mm” means millimeter.
(Indiana State Department of Health; 410 1AC 5-6.1-69;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 363; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-6.1-70 “Mobile x-ray equipment” de-
fined
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 70. Asusedinthisrule, “ mobilex-ray equipment”
means X-ray equipment mounted on a permanent base
with wheels or casters for moving while completely
assembled. (Indiana Sate Department of Health; 410
IAC 5-6.1-70; filed Oct 29, 1993, 5:00 p.m.: 17 IR 363;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-71 “Moving beam therapy” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 71. Asused in thisrule, “moving beam therapy”
means radiation therapy wherein the useful beam or the
patient is moved during irradiation. Moving beam
therapy includes arc therapy, skip therapy, and rotational
therapy. (Indiana State Department of Health; 410 IAC
5-6.1-71; filed Oct 29, 1993, 5:00 p.m.: 17 IR 363;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
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410 1AC 5-6.1-72 “mR" defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 72. As used in this rule, “mR” means
milliroentgen. (Indiana Sate Department of Health; 410
IAC 5-6.1-72; filed Oct 29, 1993, 5:00 p.m.: 17 IR 363;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 |AC 5-6.1-73 “Normal treatment distance” de-
fined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 73. As used in this rule, “normal treatment dis-
tance” means the following:
(2) For dectron irradiation, the virtual source-to-surface
distance dong the centrd axis of the useful beam as
specified by the manufacturer for the applicator.
(2) For x-ray irradiation, thevirtual source-to-isocenter
distance along the central axis of the useful beam.
(3) For nonisocentric x-ray equipment, the normal
treatment distance shall be that specified by the manu-
facturer.
(Indiana State Department of Health; 4101AC 5-6.1-73;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 363; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-74 “ Patient” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 74. As used in this rule, “patient” means an
individual subjected to examination, diagnosis, or
treatment by a practitioner of the healing arts. (Indiana
Sate Department of Health; 410 1AC 5-6.1-74; filed Oct
29,1993, 5:00 p.m.: 17 IR 363; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-75 * Phantom” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 75. As used in this rule, “phantom” means a
device which has characteristics similar to specific
human or animal tissue with respect to the attenuation
and scattering of radiation x-rays. (Indiana Sate Depart-
ment of Health; 410 IAC 5-6.1-75; filed Oct 29, 1993,
5:00 p.m.: 17 IR 363; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC 5-6.1-76 “ Portable x-ray equipment” de-
fined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35
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Sec. 76. As used in this rule, “portable x-ray equip-
ment” means x-ray equipment designed to be hand-
carried. (Indiana Sate Department of Health; 4101 AC5-
6.1-76; filed Oct 29, 1993, 5:00 p.m.: 17 IR 363;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-77 “Position indicating device” de-
fined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 77. As used in this rule, “position indicating
device” means a device on dental x-ray equipment used
to indicate the beam position and to establish a definite
SSD. It may also serve as a beam-limiting device.
(Indiana State Department of Health; 410 1AC 5-6.1-77;
filed Oct 29, 1993, 5:00 p.m.: 17 IR363; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-78 “Practitioner of the healing arts’

defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35; IC 25-10; IC 25-14; IC 25-19; IC 25-22.5

Sec. 78. As used in this rule, “practitioner of the
healing arts’ means one (1) of the following:

(1) A person licensed to practice medicine or osteo-

pathic medicine by IC 25-22.5.

(2) A personlicensed to practice dentistry by 1C 25-14.

(3) A person licensed to practice chiropractic medicine

by IC 25-10.

(4) A person licensed to practice podiatric medicine by

IC 25-19.

(5) A person who is a corporate physician directly

responsible for the health of Indiana employees and

licensed to practice medicine in another state.
(Indiana State Department of Health; 410 1AC 5-6.1-78;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 364; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-6.1-79 “Primary dose monitoring sys-

tem” defined
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 79. Asusedinthisrule, “ primary dose monitoring
system” means a system which will monitor the useful
beam and automatically terminate irradiation when the
preselected number of dose monitor units have been
acquired. (Indiana Sate Department of Health; 410 |AC
5-6.1-79; filed Oct 29, 1993, 5:00 p.m.: 17 IR 364;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
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410 1AC 5-6.1-80 “Primary protective barrier” de-
fined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 80. As used in this rule, “primary protective
barrier” means a protective barrier of material which is
placed in the useful radiation beam to reduce radiation
exposure. The term does not include filters. (Indiana
Sate Department of Health; 410 1AC 5-6.1-80; filed Oct
29, 1993, 5:00 p.m.: 17 IR 364; readopted filed Jul 11,
2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-81 “Protective apron” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 81. Asused inthisrule, “ protective apron” means
an apron made of radiation absorbing materials used as
a secondary protective barrier. (Indiana Sate Depart-
ment of Health; 410 IAC 5-6.1-81; filed Oct 29, 1993,
5:00 p.m.: 17 IR 364; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 IAC 5-6.1-82 “Protective barrier” defined
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 82. As used in this rule, “protective barrier”
means a primary or secondary protective barrier com-
posed of radiation absorbing material used to reduce
radiation exposure. (Indiana Sate Department of Health;
410 IAC 5-6.1-82; filed Oct 29, 1993, 5:00 p.m.: 17 IR
364; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 1AC 5-6.1-83 “ Protective glove” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 83. Asusedinthisrule, “ protective glove” means
a glove made of radiation absorbing materials used as a
secondary protective barrier. (Indiana State Department
of Health; 410 IAC 5-6.1-83; filed Oct 29, 1993, 5:00
p.m.: 17 IR 364; readopted filed Jul 11, 2001, 2:23 p.m.:
24 1R 4234)

410 |AC 5-6.1-84 “Radiation detector” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 84. As used in this rule, “radiation detector”
means a device which, in the presence of radiation,
provides a signal or other indication suitable for usein
measuring incident radiation. (Indiana Sate Department

4101AC5-6.1-89

of Health; 410 IAC 5-6.1-84; filed Oct 29, 1993, 5:00
p.m.: 17 IR 364; readopted filed Jul 11, 2001, 2:23 p.m.:
24 1R 4234)

410 |AC 5-6.1-85 “Radiation head” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 85. Asused in thisrule, “radiation head” means
the structure from which the useful beam emerges.
(Indiana State Department of Health; 410 1AC 5-6.1-85;
filed Oct 29, 1993, 5:00 p.m.: 17 IR364; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-86 “Radiation therapy simulation

system” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 86. As used in this rule, “radiation therapy
simulation system” meansaradiographic or fluoroscopic
X-ray system used to target a patient for therapeutic
radiation by determining the position and size of the
therapeutic irradiation field. (Indiana State Department
of Health; 410 IAC 5-6.1-86; filed Oct 29, 1993, 5:00
p.m.: 17 IR364; readopted filed Jul 11, 2001, 2:23 p.m.:
24 IR 4234)

410 1AC 5-6.1-87 “Radiographic imaging system”
defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 87. As used in this rule, “radiographic imaging
system” means any x-ray system capable of producing a
radiograph. (Indiana State Department of Health; 410
IAC 5-6.1-87; filed Oct 29, 1993, 5:00 p.m.: 17 IR 364;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-88 “Rating” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 88. As used in this rule, “rating” means the
operating limits specified by the manufacturer of x-ray
equipment or a component thereof. (Indiana Sate
Department of Health; 410 IAC 5-6.1-88; filed Oct 29,
1993, 5:00 p.m.: 17 1R 364; readopted filed Jul 11, 2001,
2:23p.m.: 24 IR 4234)

410 |AC 5-6.1-89 “ Scattered radiation” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 89. As used in this rule, “scattered radiation”
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means that radiation which has changed direction by
virtue of its contact with matter after emerging fromthe
radiation head. (Indiana State Department of Health;
410 1AC 5-6.1-89; filed Oct 29, 1993, 5:00 p.m.: 17 IR
365; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

410 1AC 5-6.1-90 “ Secondary dose monitoring sys

tem” defined
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 90. Asusedinthisrule, “ secondary dose monitor-
ing system” meansasystemwhichwill terminateirradia-
tion in the event of failure of the primary system. (Indi-
ana Sate Department of Health; 410 |AC 5-6.1-90; filed
Oct 29, 1993, 5:00 p.m.: 17 IR 365; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-91 “ Secondary protective barrier”

defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 91. As used in this rule, “secondary protective
barrier” meansaprotective barrier sufficient to attenuate
stray radiation as required, such as a protective apron,
protective gloves, or a gonadal shield. (Indiana State
Department of Health; 410 IAC 5-6.1-91; filed Oct 29,
1993, 5:00 p.m.: 17 IR365; readopted filed Jul 11, 2001,
2:23p.m.: 24 IR 4234)

410 1AC 5-6.1-92 “ Shutter” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 92. Asused inthisrule, “shutter” means adevice
attached to the tube housing assembly which can totally
intercept the useful beam and which has a lead equiva-
lency not less than that of the tube housing assembly.
(Indiana State Department of Health; 410 1AC 5-6.1-92;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 365; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-93 “SID” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 93. As used in this rule, “SID” means source-
image receptor distance, which is the distance from the
source to the center of the input surface of the image
receptor. (Indiana State Department of Health; 410 1AC
5-6.1-93; filed Oct 29, 1993, 5:00 p.m.: 17 IR 365;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
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410 |AC 5-6.1-94 “ Source’ defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 16-41-35

Sec. 94. Asusedinthisrule, “source” meansthefocal
spot of the x-ray tube. (Indiana Sate Department of
Health; 410 |AC 5-6.1-94; filed Oct 29, 1993, 5:00 p.m.
17 IR 365; readopted filed Jul 11,2001, 2:23 p.m.: 24 IR
4234)

410 1AC 5-6.1-95 “ Special purpose x-ray system”

defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 95. As used in this rule, “specia purpose X-ray
system” means a diagnostic x-ray system designed for
use on specific body regions, for example, extremities,
head or neck, thoracic, abdominal, or for specialized
applications, for exampl e, pantomographic, tomographic,
or cystographic systems. Specifically excluded fromthis
definition are intraoral dental and mammographic x-ray
equipment. (Indiana State Department of Health; 410
IAC 5-6.1-95; filed Oct 29, 1993, 5:00 p.m.: 17 IR 365;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-96 “ Spot check” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 96. As used in this rule, “spot check” means a
monthly procedure performed to assure that a previous
calibration continuesto bevalid. (Indiana Sate Depart-
ment of Health; 410 IAC 5-6.1-96; filed Oct 29, 1993,
5:00 p.m.;: 17 IR 365; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

410 1AC 5-6.1-97 “ Spot film” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 97. As used in this rule, “spot film” means a
radiograph made during a fluoroscopic procedure.
(Indiana State Department of Health; 410 1AC 5-6.1-97;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 365; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 1AC 5-6.1-98 “ Spot film device” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 98. Asused inthisrule, “ spot film device” means
a device used to transport and/or position an image
receptor between the x-ray source and a fluoroscopic
image receptor or imageintensifier to makearadiograph,
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including a device intended to hold a cassette over the
input end of an image intensifier for the purpose of
making a radiograph. (Indiana Sate Department of
Health; 410 AC 5-6.1-98; filed Oct 29, 1993, 5:00 p.m.
17 IR 365; readopted filed Jul 11, 2001, 2:23p.m.: 24 IR
4234)

410 1AC 5-6.1-99 “ SSD” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 99. As used in this rule, “SSD” means the dis-
tance between the source and the skin of the patient.
(Indiana State Department of Health; 410 1AC 5-6.1-99;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 365; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
4101AC5-6.1-100  “Stationary beam therapy”

defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 100. As used in this rule, “ stationary beam ther-
apy” means radiation therapy without relative displace-
ment of the useful beam and the patient during irradia-
tion. (Indiana Sate Department of Health; 410 IAC 5-
6.1-100; filed Oct 29, 1993, 5:00 p.m.: 17 IR 366;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
4101AC5-6.1-101  “Stationary x-ray equipment”

defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 101. Asused inthisrule, “ stationary x-ray equip-
ment” means Xx-ray equipment installed at a fixed loca-
tion. (Indiana State Department of Health; 410 IAC 5-
6.1-101; filed Oct 29, 1993, 5:00 p.m.: 17 IR 366;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-6.1-102  “Target” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 102. Asusedinthisrule, “target” meansthat part
of aradiation head which by design intercepts a beam of
accelerated particles with subsequent emission of other
radiation. (Indiana State Department of Health; 410 1AC
5-6.1-102; filed Oct 29, 1993, 5:00 p.m.: 17 IR 366;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-6.1-103  “Techniquefactors’ defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

410 IAC 5-6.1-107

Sec. 103. As used in this rule, “technique factors”
means the conditions of operation. They are asfollows:
(1) For capacitor energy storage equipment, kVp and
mAS.
(2) For field emission equipment rated for pulsed
operation, kVp and the number of x-ray pulses.
(3) For all other equipment, kVpand mAsor kVp, mA,
and exposure time in seconds.
(Indiana State Department of Health; 410 IAC 5-6.1-
103; filed Oct 29, 1993, 5:00 p.m.: 17 IR 366; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
4101AC 5-6.1-104  “Termination of irradiation”

defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 104. Asused in thisrule, “termination of irradia-
tion” means cessation of Xx-ray exposure in a manner
which requires that the x-ray control be reset before
further exposures can be made at the control panel.
(Indiana State Department of Health; 410 1AC 5-6.1-
104; filed Oct 29, 1993, 5:00 p.m.: 17 IR 366; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-6.1-105 “Traceable’ defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 105. Asused in thisrule, “traceable” means that
a quantity or a measurement has been compared to a
national standard through intermediate steps and that all
comparisons have been documented. (Indiana Sate
Department of Health; 410 |AC 5-6.1-105; filed Oct 29,
1993, 5:00 p.m.: 17 IR 366; readopted filed Jul 11, 2001,
2:23p.m.: 24 IR 4234)

4101AC5-6.1-106  “Tube" defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 106. As used in thisrule, “tube’” means an elec-
tron tube used to produce x-rays. (Indiana Sate Depart-
ment of Health; 410 IAC 5-6.1-106; filed Oct 29, 1993,
5:00 p.m.;: 17 IR 366; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)
4101AC 5-6.1-107 “Tube housing assembly”

defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 107. Asusedinthisrule, “tube housing assembly”
means the housing with the tube installed which may
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include a high voltage and/or filament transformer and
other appurtenances. (Indiana State Department of
Health; 410 IAC 5-6.1-107; filed Oct 29, 1993, 5:00
p.m.: 17 IR 366; readopted filed Jul 11, 2001, 2:23 p.m.
24 1R 4234)

4101AC 5-6.1-108  “Tuberating chart” defined
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 108. As usad in this rule, “tube rating chart”
means a set of curves which specify the limits of opera-
tionfor the tubein terms of technique factors asrated by
the manufacturer. (Indiana State Department of Health;
410 IAC 5-6.1-108; filed Oct 29, 1993, 5:00 p.m.: 17 IR
366; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

4101AC5-6.1-109  “Useful beam” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 109. As used in this rule, “useful beam” means
those x-rays emitted fromthe aperture of abeam-limiting
device. (Indiana Sate Department of Health; 4101 AC 5-
6.1-109; filed Oct 29, 1993, 5:00 p.m.: 17 IR 366;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 AC5-6.1-110  “Veterinarian” defined
Authority: 1C 16-41-35-26; 1C 16-41-35-29
Affected: 1C 15-5-1.1; IC 16-41-35

Sec. 110. Asused in thisrule, “veterinarian” means a
person licensed to practice veterinary medicine under IC
15-5-1.1. (Indiana State Department of Health; 410 1AC
5-6.1-110; filed Oct 29, 1993, 5:00 p.m.: 17 IR 366;
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

410 AC5-6.1-111  “Virtual source” defined
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 111. Asused in thisrule, “virtual source” means
apoint from which radiation appears to originate. (Indi-
ana Sate Department of Health; 410 IAC 5-6.1-111;
filed Oct 29, 1993, 5:00 p.m.: 17 IR 367; readopted filed
Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-6.1-112  “Visiblearea’ defined
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 112. Asusedinthisrule, “visiblearea” meansthat
portion of theimage receptor which x-rays are bombard-
ing to produce a visible image. (Indiana State Depart-
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ment of Health; 410 IAC 5-6.1-112; filed Oct 29, 1993,
5:00 p.m.: 17 IR 367; readopted filed Jul 11, 2001, 2:23
p.m.: 24 IR 4234)

4101AC5-6.1-113  “Wedgefilter” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 113. Asused in thisrule, “wedge filter” means a
filter which can affect progressive, stepl ess attenuation of
all or part of the useful beam. (Indiana State Department
of Health; 410 IAC 5-6.1-113; filed Oct 29, 1993, 5:00
p.m.: 17 1R 367; readopted filed Jul 11, 2001, 2:23 p.m.:
24 1R 4234)

4101AC5-6.1-114  “x-ray” defined
Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 114. Asused in thisrule, “x-ray” means electro-
magnetic radiation of energy equal to or greater than one
hundred twenty-four (124) electron volts produced by
bombardment of a target with electrons in a vacuum.
(Indiana Sate Department of Health; 410 IAC 5-6.1-
114; filed Oct 29, 1993, 5:00 p.m.: 17 IR 367; readopted
filed Jul 11, 2001, 2:23 p.m.; 24 IR 4234)

4101AC 5-6.1-115  “x-ray control” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 115. Asused inthisrule, “x-ray control” meansa
device which controls input power to the x-ray high
voltage generator or the tube, including devices such as
timers, phototimers, automatic brightnessstabilizers, and
similar deviceswhich control the technique factorsof an
x-ray exposure. (Indiana Sate Department of Health;
410 IAC 5-6.1-115; filed Oct 29, 1993, 5:00 p.m.: 17 IR
367; readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR
4234)

4101AC5-6.1-116  “x-ray equipment” defined
Authority: |C 16-41-35-26; IC 16-41-35-29
Affected: IC 16-41-35

Sec. 116. As used in this rule, “x-ray equipment”
meansan x-ray system, subsystem, or component thereof.
(Indiana Sate Department of Health; 410 IAC 5-6.1-
116; filed Oct 29, 1993, 5:00 p.m.: 17 IR 367; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-6.1-117  “x-ray system” defined
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35
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Sec. 117. Asusedinthisrule, “x-ray system” meansan
assemblage of componentsfor the controlled production
of x-rays. At aminimum, an x-ray system includes the
following:

(1) An x-ray high voltage generator.

(2) An x-ray contral.

(3) A tube housing assembly.

(4) A beam-limiting device.

(5) Necessary supporting structures.

(6) Appurtenances.

Included in an x-ray system are mobile x-ray equipment,
portable x-ray equipment, particle accelerators, and
stationary x-ray egquipment. (Indiana Sate Department of
Health; 410 IAC 5-6.1-117; filed Oct 29, 1993, 5:00
p.m.: 17 IR 367; readopted filed Jul 11, 2001, 2:23 p.m.:
24 IR 4234)
4101AC 5-6.1-118 General requirements for
oper ation of x-ray equip-
ment

Authority: 1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 118. (@) All individuals associated with the
operation of x-ray equipment shall comply with applica-
ble sections of 410 IAC 5-4-2, 410 IAC 5-4-3,4101AC
5-4-10, and thisrule.

(b) Theregistrant shall beresponsiblefor directingthe
operation of those x-ray systems under his or her admin-
istrative control. The registrant or the registrant's agent
shall comply with this section in the operation of such x-
ray systems.

(c) At intervals prescribed in this rule, all new and
existing facilities shall be surveyed by a diagnostic
imaging physicist, radiation oncology physicist, health
physicist, or x-ray machine inspector approved by the
department. Such surveys shall aso be performed after
any change in the facility or equipment which might
cause a significant increase in radiation hazard. The
survey shall be done before the x-ray system is used for
diagnostic purposes, and an evaluation report, including
all violations of this rule, on a form acceptable to the
commissioner must be completed by the physicist or
inspector and a copy forwarded to the registrant and to
thecommissioner within sixty (60) days of completion of
thesurvey. The cost of thisevaluation must be negotiated
between the physicist or inspector and the practitioner of
the healing arts or registrant and will not be borne by the
department.

(d) For each x-ray system, anotice of compliance with
this rule, supplied by or approved by the commissioner,
shall be prominently displayed on or near the x-ray
control panel. This notice must indicate the date of full
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compliance and be signed by the physicist or inspector.
For fluoroscopy systems, this notice may incorporatethe
entrance exposure posting requirement of section
119(k)(6) of thisrule.

(e) For each x-ray facility, anotice of compliancewith
thisrule, supplied by or approved by the commissioner,
shall be prominently displayed in an areareadily accessi-
bleto patients and visitors. This notice must indicate the
date of full compliance and be signed by the physicist or
inspector.

(f) At the intervals prescribed for facility inspections
in this rule, the registrant shall be responsible for com-
pleting an x-ray machineregistration applicationform. A
diagnostic imaging physicist, radiation oncology physi-
cist, health physicist, or x-ray machine inspector ap-
proved by the department shall be responsiblefor verify-
ing that all information on the application is correct, and
the form shall be submitted to the commissioner as part
of the physicist's or inspector's evaluation report.

(9) On the effective date of this rule, in order to
practice as a diagnostic imaging physicist, radiation
oncology physicist, health physicist, or x-ray machine
inspector in accordancewiththisrule, anindividua must
be approved by the department in accordance with
subsection (h), (i), (j), or (k).

(h) In order to be approved to practice as a diagnostic
imaging physicist, an individual must be certified by the
ABR in diagnostic radiological physics or radiological
physics or the ABMP in diagnostic imaging physics or
shall possess equivalent qualifications as determined by
the physicist review committee established in subsection
(). In determining equivalency in accordance with this
section, the physicist review committee shall determine
the following:

(1) The individual shall hold a bachelor's degree in

physics or applied physics or physical science.

(2) The individua shall hold a master's or doctoral

degree in physics or medica physics or a physical

science with the equivalent of a physics minor.

(3) Theindividual shall have completed formal course

work in the biological sciences.

(4) Theindividual shall have at least three (3) years of

full-time active work experience in diagnostic or

radiol ogical physicsunder the direction of adiagnostic
or radiological physicist certified by the ABR or

ABMP or aradiologist certified by the ABR.

(5) The individual shall provide as references the

names of a radiologist certified by the ABR and a

diagnostic or radiological physicist certified by the

ABR or ABMP, both of whom are familiar with the

individual's training. At least one (1) of the two (2)

references shall have directed the individual'swork in

accordance with subdivision (4).
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In addition, the applicant must demonstrate to the physi-
cist review committee that he or she is qualified to
provide oversight for the establishment and conduct of a
mammography quality assurance program required by
section 127 of thisrule. In determining qualificationsin
accordance with this subsection, the physicist review
committee shall do the following:

(6) Determinethat theindividual hasformal training or

experience in evaluation of mammography systems,

including performing, recording, and interpreting the
results of required quality control checks.

(7) Determine that the individual has adequate testing

equipment available to perform the quality control

checks required by section 127 of thisrule.

(8) Review asample of amammographic x-ray facility

evaluation report prepared and submitted by the

individual as part of their determination of his or her
qualifications.

(i) On the effective date of this rule, any individual
who has been approved previously by the department to
practice as a qualified radiation therapy physicist is
automatically approved to practice as a radiation oncol-
ogy physicist. However, after the effective date of this
rule, all other persons must be certified by the ABR in
therapeutic radiological physics or radiologica physics
or the ABMP in radiation oncology physics or shall
possess equivalent qualifications as determined by the
physicist review committee established in subsection (1),
in order to be approved to practice as a radiation oncol-
ogy physicist. In determining eguivalency in accordance
with thissubsection, the physicist review committeeshall
determine the following:

(1) The individual shall hold a bachelor's degree in
physics or applied physics or a physical science.
(2) The individua shall hold a master's or doctoral
degree in physics or medical physics or a physical
science with the equivalent of a physics minor.
(3) Theindividual shall have completed formal course
work in the biological sciences.
(4) Theindividual shall have at least three (3) years of
full-time active work experiencein radiation oncology
physics, under the direction of a radiation oncology
physicist or radiological physicist certified by the ABR
or ABMP or aradiation oncology physician certified
by the ABR.

(5) The individual shall provide as references the

names of aradiation oncology physician certified by

the ABR and a radiation oncology physicist certified
by the ABR or ABMP, both of whom arefamiliar with
the individual's training. At least one (1) of these
referencesshall befromanindividual who directed the
individual's work in accordance with subdivision (4).
(i) On the effective date of this rule, any individual
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who has been approved previously by the department to
practice as a qualified radiation or health physicist is
automatically approved to practice as a health physicist.
However, after the effective date of this rule, all other
persons must be certified by the ABR, the ABMP, or the
ABHP or shall possess equivaent qualifications as
determined by the physicist review committee established
in subsection (1), in order to be approved to practiceasa
health physicist. In determining equivalency in accor-
dance with this subsection, the physicist review commit-
tee shall determine the following:

(1) The individual shall hold a bachelor's degree in
health physics, radiological health, a physical science,
engineering, or abiological science withaminor ina
physical science or engineering.
(2) Theindividual shall have at least three (3) years of
full-time active work experience in applied health
physics. A master's degree in health physics or a
closely related area may substitute for one (1) year of
work experience required by this subsection. A doc-
toral degreein health physics or aclosely related area
may substitute for two (2) years of work experience
required by this subsection.

(k) On the effective date of this rule, any individual
who has been approved previously by the department to
practice as a qualified x-ray machine physicist is auto-
matically approved to practice as an x-ray machine
inspector. However, after the effective date of thisrule,
all other persons must have a minimum of a bachelor's
degreeinaphysical or biological science, health physics,
or radiological health and a minimum of two (2) years of
experience working with x-ray systems under the direct
supervision of a diagnostic imaging physicist, health
physicist, or x-ray machine inspector, who has been
approved by the department, in order to be approved to
practice as an x-ray machine inspector.

() A physicist review committee is hereby created,
which shall determine competency to practice as a
diagnostic imaging physicist, radiation oncology physi-
cist, health physicist, and x-ray machine inspector in
accordance with subsection (h), (i), (j), or (k). The
physicist review committee shall be composed of a
diagnostic imaging physicist and a radiation oncology
physicist, both certified by the ABR or ABMP, and a
radiologist certified by the ABR. Thediagnosticimaging
physicist, the radiation oncology physicist, and the
radiologist shall be appointed to the physicist review
committee by the commissioner. Approval to practice as
a diagnostic imaging physicist, radiation oncology
physicist, health physicist, or x-ray machine inspector
shall be based upon review of a completed application
which demonstrates that the individual meets applicable
education, training, and experience requirements of
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subsection (h), (i), (j), or (k).

(m) Approval to practice as a diagnostic imaging
physicist, radiation oncology physicist, health physicist,
or x-ray machine inspector may be revoked by the
commissioner for failure to perform his or her duties as
required by this rule. The commissioner may audit
facility evaluations performed by a diagnostic imaging
physicist, radiation oncology physicist, health physicist,
or x-ray machine inspector. Any errors found as aresult
of such an audit shall be brought to the attention of the
individual who performed the evaluation. If asubsequent
audit indicates repetitive errors which have resulted in
the issuance of unnecessary violation notices, or in
violations not being reported to the commissioner, the
commissioner may revoke that individual's approval to
practice as a diagnostic imaging physicist, radiation
oncology physicist, health physicist, or x-ray machine
inspector.

(n) Department employees are exempt from the
credentialing requirements of this section when they are
conducting inspections or surveys of x-ray facilities for
the commissioner.

(o) Theradiation machineregistration certificateissued
by the commissioner in accordance with 410 IAC 5-2-6
shall be prominently displayedin an areareadily accessi-
ble to patients and visitors.

(p) An x-ray system which does not comply with this
rule shall not be operated for diagnostic or therapeutic
purposes, if so directed by the commissioner.

(q) Individuals who will be operating the x-ray equip-
ment shall be adequately instructed in proper operating
procedures for such equipment. Diagnostic x-ray ma-
chines shall be operated only by a person who complies
with applicable provisions of 410 IAC 5-11.

(r) In the vicinity of each x-ray control panel, atech-
nique guide shall be provided for routine examinations
performed utilizing that system.

(s) Written safety procedures and rules shall be avail-
able to each individua operating x-ray equipment,
including any restrictionsof operating techniquerequired
for the saf e operation of the particular x-ray system. The
operator shall be able to demonstrate familiarity with
these procedures.

(t) Except for patients who cannot be moved out of the
room, only the staff and ancillary personnel required for
the medical procedure or training shall be in the room
during the radiographic exposure. In addition to the
patient being examined, others will be protected in the
following manner:

(1) All individual sshall be positioned such that no part

of the body will be struck by the useful beam unless

protected by five-tenths (0.5) mm lead equivalent.

(2) staff and ancillary personnel shall be protected
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from direct scattered radiation by protective aprons or
whole body protective barriers of not lessthan twenty-
five hundredths (0.25) mm lead equivalent.
(3) Patients who cannot be removed from the room
shall be protected from direct scattered radiation by
whole body protective barriers of twenty-five hun-
dredths (0.25) mm lead equivalent or shall be posi-
tioned so that portion of the body nearest to the tube
head is at least two (2) meters from both the tube head
and the nearest edge of the image receptor.

(u) Gonadal shielding of not less than twenty-five
hundredths (0.25) mm lead equivalent shall be used for
patientswho have not passed the reproductive age during
radiographic procedures in which the gonads are in the
useful beam, except for cases in which this would
interfere with the diagnostic procedure.

(v) Individual sshall not be exposed to the useful beam,
except for healing arts purposes and such exposure has
been authorized by apractitioner of the healing arts. This
subsection specifically prohibits deliberate exposure for
training, demonstration, or other nonhealing arts pur-
poses.

(w) The following apply when a patient or film must
be provided with auxiliary support during a radiation
exposure;

(1) Mechanical holding devices shall beused whenthe

technique permits. Written safety procedures estab-

lished in accordance with subsection (s) shall list
individual projectionswhereholding devicescannot be
utilized.

(2) Written safety procedures established in accor-

dance with subsection (s) shall indicate the require-

ments for selecting a holder and the procedure the
holder shall follow.

(3) Thehuman holder shall be protected asrequired by

subsection (t).

(4) No individual shall be used routinely to hold film

or patients.

In those cases where the patient must hold the film,
except during intraoral examinations, any portion of the
body other than the area of clinical interest struck by the
useful beam shall be protected by not less than five-
tenths (0.5) mm lead equivalent material.

(X) Procedures and auxiliary equipment designed to
minimi ze patient and personnel exposure commensurate
with the needed diagnostic information shall be utilized.

(y) Exposure of a personnel monitoring device to
deceptively indicate a dose delivered to an individual is
prohibited.

(2) Any registrant proposing to conduct a healing arts
screening program shall not initiate such a program
without prior approval of the commissioner. When
requesting such approval, that person shall submit all
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department required information. If any submitted
information becomes invalid or outdated, the commis-
sioner shall be immediately notified.

(aa) The registrant shall maintain the following infor-
mation for each x-ray system for inspection by the
commissioner:

(1) Maximum rating of technique factors.

(2) Model and serial numbers of all certified compo-

nents.

(3) Aluminum equivalent filtration of the useful beam,

including any routine variation.

(4) Records of surveys, calibrations, maintenance, and

modifications performed on the x-ray systems for the

following periods:
(A) For hospitals, medical facilities, and chiropractic
facilities, twenty-four (24) months.
(B) For podiatricand veterinary facilities, forty-eight
(48) months.
(C) For denta facilities, seventy-two (72) months.

(5) After the effective date of thisrule, a scaled draw-

ing of the room in which a stationary x-ray systemis

located, which indicates the use of areas adjacent to
theroom, and an estimation of the extent of occupancy
by anindividual in such areas. In addition, thedrawing
shall indicate either of the following:
(A) The results of a survey for radiation levels
present at the operator's position and at pertinent
points outside the room at specified test conditions.
(B) The type and thickness of materials or the lead
equivalency of eachwall, window, door, ceiling, and
floor in the room.

(6) A copy of al correspondence with the commis-

sioner regarding each x-ray machine, including acopy

of al facility evaluation reports issued in compliance
with this section.

(bb) Floor plans and equipment arrangements for all
new diagnostic x-ray installations, or modifications of
such instalations, shall be evaluated with regard to
shielding requirements prior to construction. A safety
survey shall be performed prior to first use. Both evalua-
tions shall be performed by a diagnostic imaging physi-
cist or a health physicist approved by the department.

(cc) Floor plans and equipment arrangements for all
new therapeutic x-ray installations, or modifications of
such installations, shall be evauated with regard to
shielding requirements prior to construction. A safety
survey shall be performed prior to first use. Both evalua-
tions shall be performed by aradiation oncology physi-
cist or a health physicist approved by the department.

(dd) A report of each plan review and safety survey
conducted in compliance with subsection (bb) or (cc)
shall be submitted to the registrant and the commissioner
within twenty (20) working days of completing the plan
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review, and the registrant shall keep a copy of the report
initsfilesfor at |east aslong asthe registrant usesthat x-
ray facility. (Indiana Sate Department of Health; 410
IAC 5-6.1-118; filed Oct 29, 1993, 5:00 p.m.: 17 IR 367,
readopted filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC 5-6.1-119  Diagnostic x-ray systems
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 119. (a) Podiatric and veterinary x-ray facilities
shall be evaluated at least once each twenty-four (24)
months by a diagnostic imaging physicist or x-ray
machineinspector approved by the department. Dental x-
ray facilities shall be evaluated at least once each thirty-
six (36) months by a diagnostic imaging physicist or x-
ray machine inspector approved by the department.
Mammography facilities shall be evaluated at least once
each twelve (12) months by a diagnostic imaging physi-
cist approved by the department. All other diagnostic x-
ray systems shall be evaluated at least once each twelve
(12) months by a diagnostic imaging physicist or x-ray
machineinspector approved by the department. Those x-
ray facilitieswhich have been evaluated within sixty (60)
days after the end of the interval established in this
section will be considered to be in compliance with this
section as long as the evaluation occurs in the same
caendar year as the date on which reevaluation is
required. All diagnostic x-ray systems shall comply with
this section.

(b) The x-ray control panel containing the main power
switch shall bear the warning statement, legible and
accessibletoview, “WARNING: Thisx-ray system may
be dangerousto patient and operator unless saf eexposure
factors and operating instructions are observed.”.

(c) For battery-powered generators, visual means shall
be provided on the x-ray control panel to indicate
whether the battery is charged adequately for proper
operation.

(d) Leakage radiation from the diagnostic source
assembly measured at a distance of one (1) meter in any
direction from the source shall not exceed one hundred
(2100) mR in one (1) hour when the x-ray tubeis operated
at its leakage technique factors. Compliance shall be
determined by measurements averaged over an area of
one hundred (100) sguare cm with no linear dimension
greater than twenty (20) cm.

(e) Radiation emitted by a component other than the
diagnostic source assembly shall not exceed two (2) mR
inone (1) hour at five (5) cmfrom any accessible surface
of the component when it is operated in an assembled x-
ray system under any condition for which it was de-
signed. Compliance shall be determined by measure-
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ments averaged over an areaof onehundred (100) square
cmwith no linear dimension greater than twenty (20) cm.

(f) The half-value layer of the useful beam for agiven
X-ray tube voltage shall be no less than the values shown
asfollows:

TABLE|
Design Measured Half-Vaue Layer
Operating Range  Voltage  Aluminum Equivalent
Below 50 kVp 30kVp 0.3 mm
40kVp 0.4 mm
49kVp 0.5 mm
50to 70 kVp 50kVp 1.2mm
60 kVp 1.3mm
70kVp 1.5mm
71kVp 2.1 mm
80 kVp 2.3 mm
90 kVp 2.5 mm
100 kVp 2.7 mm
110kVp 3.0mm
120kVp 3.2mm
130kVp 3.5 mm
140kVp 3.8 mm
150kVp 4.1 mm

For akVp not listed in Table I, linear interpolation shall
be utilized to determine the minimum acceptable half-
value layer. For capacitor energy storage x-ray systems,
compliance shall be determined with the maximum
charge per exposure assumed to bethekV p. Therequired
minimumaluminum equivalent filtration shall includethe
filtration contributed by al materials which are always
present between the source and the patient. The require-
ments of this subsection will be considered to have been
met if it can be demonstrated that the aluminum equiva-
lent of the total filtration in the primary beam is not less
than that shown as follows:
TABLEII
Total Filtration

Operating Voltage Aluminum Equivalent

Below 50 kVp 0.5mm
50to 70 kVp 1.5mm
Above 70 kVp 2.5mm

In addition, there must be compliancewith thefollowing:
(1) Beryllium window tubes shall have a minimum of
five-tenths (0.5) mm auminum equivalent filtration
permanently installed in the useful beam.

(2) For capacitor energy storage equipment, compli-
ance with this subsection shall be determined with the
maximum guantity of charge per exposure.

(3) For x-ray systems which have variable kVp and
variable filtration for the useful beam, a device shall
link the kV p selector with thefilters and shall prevent
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an exposure unless the minimum filtration required by

thissubsectionisin the useful beamfor the kVp which

has been selected.

(g) Where two (2) or more radiographic tubes are
controlled by one (1) exposure switch, the tube or tubes
which have been selected shall be clearly indicated prior
toinitiation of the exposure. Thisindication shall beboth
on the x-ray control and at or near the tube housing
assembly which has been selected.

(h) The tube housing assembly supports shal be
adjusted such that the tube housing assembly will remain
stable during an exposure unless the tube housing
movement is a designed function of the x-ray system.

(i) Thetechniquefactorsto beused during an exposure
shall be indicated before the exposure begins. If auto-
meatic exposure controls are used, the technique factors
which are set prior to the exposure shall beindicated. For
equipment having fixed technique factors, the require-
ment in this subsection may be met by placing permanent
markings on such equipment. However, the markings
shall bevisible from the operator's position except in the
case of spot films made by the fluoroscopist. (Indiana
Sate Department of Health; 410 IAC 5-6.1-119; filed
Oct 29, 1993, 5:00 p.m.: 17 IR 371; readopted filed Jul
11, 2001, 2:23 p.m.;: 24 IR 4234)

4101AC 5-6.1-120  Fluoroscopic x-ray systems
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 120. (a) Fluoroscopic x-ray systems shall be
evaluated at least once each twelve (12) months by a
diagnostic imaging physicist or x-ray machine inspector
approved by the department and shall comply with
applicablesectionsof thisrule. Radiationtherapy simula-
tion systems are exempt from compliance with subsec-
tions (c) through (€), (g) through (1), and (p) if the
following are met:

(1) Such systems are designed and used in such a

manner that no individual other than the patient isin

the x-ray room when the system is producing x-rays.

(2) Systems which do not comply with subsection (p)

are provided with ameans of indicating the cumulative

time that an individual patient has been exposed to x-

rays. In such cases, procedures shall require that the

timer be reset between examinations.

(b) The fluoroscopic imaging assembly shall be
provided with a primary protective barrier which inter-
cepts the entire cross section of the useful beam at any
SID. An x-ray tube used for fluoroscopy shall not
produce x-rays unlessthe primary protective barrier isin
position to intercept the entire useful beam.

(c) Means shall be provided for stepless adjustment of
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the field size. In addition, the following requirements
must be met:

(1) Theminimumfield size at the greatest SID shall be

no greater than five (5) cm by five (5) cm.

(2) For equipment manufactured after February 25, 1978,

when the angle between the image receptor and the beam

axisof thex-ray beamisvariable, meansshdl beprovided

to indicatewhen the axis of thex-ray beamis perpendicu-

lar to the plane of the image receptor.
Compliancewiththissubsection shall bedetermined with
the beam axis indicated to be perpendicular to the plane
of the image receptor.

(d) For image-intensified fluoroscopic equipment,
neither the length nor the width of the x-ray field in the
plane of the image receptor shall exceed that of the
visible area of the image receptor by more than three
percent (3%) of the SID. The sum of the excess length
and the excesswidth shall be no greater than four percent
(4%) of the SID. In addition, the foll owing requirements
must be met:

(1) Means shall be provided to permit further limita-
tion of thefield. Beam-limiting devices manufactured
after May 22, 1979, and incorporated in equipment
with a variable SID or a visible area of greater than
three hundred (300) square cm shall be provided with
means for stepless adjustment of the x-ray field.
(2) All equipment with afixed SID and avisible area
of three hundred (300) square cm or less shal be
provided with either stepless adjustment of the x-ray
field or with means to further limit the x-ray field size
at the plane of the image receptor to one hundred
twenty-five (125) square cm or less. Stepless adjust-
ment shall, at the greatest SID, provide continuous
field sizesfrom the maximum obtainableto afield size
of five (5) cm by five (5) cmor less.

(3) For equipment manufactured after February 25,

1978, when the angl e between the image receptor and

beam axis is variable, means shall be provided to

indicatewhen the axis of thex-ray beamisperpendicu-
lar to the plane of the image receptor.

(4) Compliance with this subsection shall be deter-

mined with the beam axisindicated to be perpendicular

to the plane of the image receptor. For rectangular x-

ray fields used with circular image reception, the error

in alignment shall be determined along the length and
width dimensionsof thex-ray field which passthrough
the center of the visible area of the image receptor.

(e) Spot film devices which are certified components
shall comply with thefollowing additional requirements:

(1) Means shall be provided between the source and

the patient for adjustment of thefield sizein the plane

of thefilmto the size of that portion of the film which
has been selected on the spot film selector. Such
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adjustment shall beautomatically accomplished except
when the field size in the plane of the film is smaller
than that of the selected portion of the film. For spot
film devices manufactured after June 21, 1979, if the
field sizeislessthan the size of the selected portion of
the film, the means for adjustment of the field size
shall be only at the operator's option.
(2) It shal be possible to adjust the field size in the
plane of the film to a size smaller than the selected
portion of the film. The minimum field size at the
greatest SID shall be no greater than five (5) cm by
five (5) cm.
(3) Thecenter of the x-ray fieldin the plane of thefilm
shall be aligned with the center of the selected portion
of the film to within two percent (2%) of the SID.
(4) For spot film devices manufactured after February
25, 1978, if the angle between the plane of the image
receptor and beam axis is variable, means shall be
provided to indicate when the axis of the x-ray beamis
perpendicular to the plane of the image receptor, and
compliance shall be determined with the beam axis
indicated to be perpendicular to the plane of theimage
receptor.

(f) X-ray production in the fluoroscopic mode shall be
controlled by a dead-man switch. When recording serial
fluoroscopic images, the fluoroscopist shall be able to
terminate the x-ray exposure at any time, but means may
be provided to permit completion of any single exposure
of the seriesin process.

(9) The exposure measured at the point where the
center of the useful beam entersthe patient and at akVp
typical of clinical use of the x-ray system shall not
exceed ten (10) roentgens per minute, except during
recording of fluoroscopicimages or when provided with
optiona high-level control. Compliance shall be deter-
mined in accordance with subsection (j).

(h) When equipment is provided with a high-level
control, it shall not be operable at any combination of
tube voltage and current which will result in an exposure
rate in excess of five (5) roentgens per minute at the
point where the center of the useful beam enters the
patient unless the high-level control is activated. The
high-level control shall be operable only through adead-
man switch. Additionally, a continuous signal audibleto
the fluoroscopist shall indicate when the high-level
control is being employed. Compliance shall be deter-
mined in accordance with subsection (j).

(i) Certified systems which do not incorporate an
automatic exposure control shall not be operable at any
combination of tubevoltage and current whichwill result
in an exposure rate in excess of five (5) roentgens per
minute, at the point where the center of beam entersthe
patient except during recording of fluoroscopicimagesor
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when the equipment is provided with an optional high-
level control. Compliance shall be determined in accor-
dance with subsection (j).

(1) Compliance with subsections (g) through (i) shall
be determined as follows:

(1) Movable grids and compression devices shall be

removed from the useful beam during the measure-

ment.

(2) If the source is below the table, the exposure rate

shall be measured one (1) cm above the table top or

cradle.

(3) If the source is above the table, the exposure rate

shall be measured at thirty (30) cm above the table top

with the end of the beam-limiting device or spacer
positioned as closely as possible to the point of mea-
surement.

(4) For C-arm type fluoroscopes, the exposure rate

shall be measured thirty (30) cmfromtheinput surface

of the fluoroscopic imaging assembly.

(k) Periodic measurement of entrance exposure rate
shall be performed in accordance with the following:

(2) Such measurements shall be made annually or after
any maintenance of the system which might affect the
exposure rate.
(2) Such measurements shall be madeunder conditions
that satisfy the requirements of subsection (j).
(3) ThekVp shall bethekVp typical of clinical use of
the x-ray system.
(4) An x-ray system that incorporates automatic
exposure control shall have sufficient material placed
in the useful beam to produce amilliamperage typical
of the use of the x-ray system.
(5 An x-ray system that does not incorporate an
automatic exposure control shall utilize a
milliamperage typical of the clinical use of the x-ray
system.
(6) Results of such measurements shall be posted
where any fluoroscopist has ready access to such
results, and in the record required by section
118(aa)(5) of this rule. Such measurements shall be
stated in roentgens per minute, and shall include the
techniquefactorsusedin determining suchresults. The
name of the person who performed the measurements
andthedate the measurementswere performed shall be
included with the resullts.

() The exposure rate due to transmission through the
primary protective barrier with the attenuation block in
theuseful beam, combined with radiation fromtheimage
intensifier, if provided, shall not exceed two (2) mR per
hour at ten (10) cm from any accessible surface of the
fluoroscopic imaging assembly beyond the plane of the
image receptor for each roentgen per minute of entrance
exposure rate. The exposure rate shall be determined by
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measurements averaged over an area of one hundred
(100) square cm with no linear dimension greater than
twenty (20) cm. During such measurements, movable
gridsand compression devicesshall beremoved fromthe
useful beam, and the attenuation block shall be posi-
tioned in the useful beam between the input surface of
the fluoroscopic imaging assembly and a point ten (10)
cm from the point of measurement of the entrance
exposure rate. Exceptionsto the measurement shall be as
follows:

(1) If the source is below the table top, the measure-

ment shall be made with the input surface of the

fluoroscopic imaging assembly positioned thirty (30)

cm above the table top.

(2) If the source is above the table top and the SID is

variable, the measurement shall be made with the end

of the beam-limiting device or spacer as close to the
table top as possible, but no closer than thirty (30) cm.

(m) During fluoroscopy and cinefluorography, kV and
mA shall be continuously indicated.

(n) The SSD shall be no less than:

(1) thirty-eight (38) cm on stationary fluoroscopes

installed after June 25, 1978;

(2) thirty-five and five-tenths (35.5) cm on stationary

fluoroscopeswhich werein operation prior to June 25,

1978;

(3) thirty (30) cm on all mobile fluoroscopes; or

(4) twenty (20) cm for image intensified fluoroscopes

used in specific surgical applications.

(o) For imageintensified fluoroscopes used in specific
surgical applications, written safety procedures must be
provided which state precautionary measures to be
adhered to during use of such equipment.

(p) Means shall be provided to preset the cumulative
ontime of the fluoroscopic x-ray tube. The maximum
cumulative time of the timing device shall not exceed
five(5) minuteswithout resetting. A signal audibletothe
fluoroscopist shall indicate the completion of any preset
cumulative ontime. Such signal shall continue to sound
whilex-raysare produced until thetiming deviceisreset.

(9 Mobile fluoroscopes shall provide intensified
imaging.

(r) Scattered radiation shall becontrolledinaccordance
with the following:

(1) Fluoroscopic table designs, when combined with

procedures utilized, shall be such that no unprotected

part of any staff or ancillary individual's body shall be
exposed to unattenuated scattered radiation which
originates from under the table. The attenuation
required shall be no less than twenty-five hundredths

(0.25) mm lead equivalent.

(2) Equipment configuration, when combined with

procedures, shall be such that no portion of any staff or
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ancillary individual's body, except the extremities,
shall beexposed to the unattenuated scattered radiation
emanating from above the table top, unless that indi-
vidua:
(A) isat least one hundred twenty (120) cmfromthe
center of the useful beam; or
(B) the radiation has passed through not less than
twenty-five hundredths (0.25) mm lead equivalent
material, including, but not limited to, drapes,
Bucky-slot cover panel, or self-supporting curtains,
in addition to any lead equivalency provided by the
protective apron referred to in section 118(t)(2) of
thisrule.
(3) The commissioner may grant an exemption to
subdivision (2) where asterilefield will not permit the
use of the normal protective barriers. Where the use of
prefitted sterilized covers for protective barriers is
practical, the commissioner shall not permit such
exemption.
(Indiana State Department of Health; 410 1AC 5-6.1-
120; filed Oct 29, 1993, 5:00 p.m.: 17 1R 372; readopted
filed Jul 11, 2001, 2:23 p.m.; 24 IR 4234)
4101AC5-6.1-121  General purpose radio-
graphic systems
Authority: |C 16-41-35-26; | C 16-41-35-29
Affected: |C 16-41-35

Sec. 121. (a) All genera purposeradiographic systems,
except extraoral dental x-ray systems, shall be evaluated
at least each twelve (12) months by a diagnostic imaging
physicist or x-ray machine inspector approved by the
department. Extraoral dental x-ray systems must be
evaluated at interval snot to exceed thirty-six (36) months
by a diagnostic imaging physicist or x-ray machine
inspector approved by the department. General purpose
radiographic systems shall comply with al applicable
portions of this section.

(b) The useful beam shall be limited to the area of
clinical interest.

(c) General purpose stationary x-ray systems and
mobile x-ray systems shall comply with the following
requirements:

(1) There shall be a means for stepless adjustment of

thefield size.

(2) A method shall be provided for visually defining

the perimeter of thex-ray field. Thetotal misalignment

of the edges of the visually defined field with the
respective edges of the x-ray field aong either the
length or width of the visually defined field shall not
exceed two percent (2%) of the distance from the
source to the center of the visually defined field when
the surface upon which it appears is perpendicular to
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the axis of the x-ray beam.

(3) The commissioner may grant an exemption to

subdivisions(1) and (2) for noncertified x-ray systems,

provided the registrant applies for such an exemption
in writing. An application for such exemption shall
demonstrate that it is impractical to comply with
subdivisions (1) and (2) and that the protection af-
forded through compliance with subdivisions (1) and

(2) will be assured through alternate methods.

(4) Any light localizer used to define the x-ray field

shall provide an average illumination of not less than

ten (10) foot-candles at one hundred (100) cm or at the
maximum SID, whichever isless.

(d) Stationary genera purposex-ray systemsshall al'so
comply with the following regquirements:

(1) A method shall be provided to indicate when the

axis of the x-ray beam is perpendicular to the plane of

the image receptor:
(A) to align the center of the x-ray field with respect
to the center of the image receptor to within two
percent (2%) of the SID;
(B) to indicate the SID to within two percent (2%).

(2) The beam-limiting device shall indicate numeri-
cally thefield sizein the plane of theimage receptor to
which it is adjusted.
(3) The field size dimension and SID shall be indi-
cated, ininches or cm, and shall be such that aperture
adjustments result in x-ray field dimensions in the
plane of the image receptor which correspond to those
indicated by the beam-limiting device to within two
percent (2%) of the SID when thebeam axisis perpen-
dicular to the plane of the image receptor.

(e) Radiographic equipment having only one (1) image
receptor size at afixed SID shall be provided with means
to limit the field at the plane of the image receptor to
dimensions no greater than those of the image receptor.
Additionally, such equipment shall be provided with a
means to align the center of the x-ray field with the
center of the image receptor to within two percent (2%)
of the SID or shall be provided with means to both size
and align the x-ray field such that the x-ray field at the
plane of the image receptor does not extend beyond any
edge of the image receptor.

() A timer shall be provided to terminate the exposure :

(1) apreset timeinterval;

(2) apreset product of current and time;

(3) apreset number of pulses; or

(4) apreset radiation exposure to the image receptor.
It shall not be possible to make an exposure when the
timer is set to the zero (0) or off position, if either is
provided.

(9) An x-ray control shall beincorporated into each x-
ray system such that an exposure can be terminated at
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any time, except for exposures of one-half (1/2) second
duration or less, or during seria radiography when means
areprovided or permit completion of any singleexposure
of a series in process. The x-ray control shall provide
visual indication observable at or from the operator's
protected position whenever x-rays are produced. In
addition, a signal audible to the operator shall indicate
that the exposure has terminated. X-ray controls shall be
located as follows:
(1) Stationary x-ray systems shal have the x-ray
control permanently mounted in a protected area so
that the operator must remain in that protected area
during the entire exposure.
(2) Mobile and portable x-ray systems which are used
for greater than one (1) week in the same location,
such as aroom or a suite, shall comply with subdivi-
sion (1).
(3) Mobile and portable x-ray systemswhich are used
for greater than one (1) hour and less than one (1)
week at the same location, such as a room or a suite,
shall comply with subdivision (1) or be provided with
aprotective barrier six and five-tenths (6.5) feet high
placed at least six (6) feet from the tube housing
assembly and at least six (6) feet from the patient.
(4) Mobile and portable x-ray systems which are used
to make an exposure of a patient at the use location
shall comply with subdivision (3) or be provided with
amethod of x-ray control which will permit the opera-
tor to beat least twelve (12) feet from the tube housing
assembly during an exposure.
(h) The following apply when an automatic exposure
control is provided:
() Indication shall be made on the x-ray control panel
when the mode of operation is selected.
(2) If the x-ray tube voltage is fifty (50) kVp or
greater, theexposuretimefor fiel d emission equipment
rated for pulsed operation shall be no greater than the
timeinterval equal to two (2) pulses.
(3) Theexposuretimefor all equipment other than that
specified in subdivision (2) shall be no greater than
one-sixtieth (1/60) second or thetimeinterval required
to deliver five (5) mAs, whichever is greater.
(4) Either the product of peak x-ray tube voltage,
current, and exposure time shall be no more than sixty
(60) kWs per exposure or the product of x-ray tube
current and exposure time shall be no more than six
hundred (600) mAs per exposure, except when the x-
ray tube voltage is less than fifty (50) kVp, in which
case the product of x-ray tube current and exposure
time shall be no more than two thousand (2,000) mAs
per exposure.
(5) A visible signal shall indicate when an exposure
has been terminated as required by subdivision (4).
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Manua resetting shall be required before further

automatically timed exposures can be made.

(i) With atimer setting of five-tenths (0.5) second or less,
theaverageexposuretime(T,,,) shal benolessthanfive(5)
times the maximum exposure period (T,,) minus the
minimum exposure period (T,;.)- A minimum of four (4)
timer tests must be performed to determine T, T, a0d
T, Thisrequirement is expressed mathematicaly as:

Tavg >3 (Tmax - Tmin)

(1) All mobileor portableradiographic systemsshall be
provided with means to limit the SSD to no less than
thirty (30) cm.

(k) The coefficient of variation of exposure shall not
exceed ten-hundredths (0.10) when all technique factors
are held constant. This requirement shall be deemed to
have been met if, when four (4) exposures are made at
identical technique factors, the value of the average
exposure (E,,) is no less than five (5) times the maxi-
mum exposure (E,,) minus the minimum exposure
(E.in)- Thisrequirement is expressed mathematically as:

Eavg 25 (Emax - Emin)

() For capacitor energy storage equipment in standby
status, radiation emitted from the x-ray tube when the
exposure switch or timer isnot activated shall not exceed
two (2) mR per hour at five (5) cm from any accessible
surface of the diagnostic source assembly with the beam-
limiting device fully open.

(m) General purpose x-ray systems incorporating one
(1) or more certified components shall be required to
comply with thefollowing additional requirementswhich
relate to those certified components:

(1) When such equipment is operated on an adequate
power supply as specified by the manufacturer in
accordance with applicable federal standards, the
estimated coefficient of variation shall be no greater
than five-hundredths (0.05) for any specific combina-
tion of selected technique factors.

(2) When such equipment allowsachoice of x-ray tube

current settings and is operated on a power supply

specified by the manufacturer in accordance with
applicable federal standards, for any tube potential

(kVp) within forty percent (40%) to one hundred

percent (100%) of the maximum kVp rating, the

absolute value of the difference between the ratio of
average exposurein mR to theindicated mA s obtained
at any two (2) consecutive tube current settings, shall
not differ by more than ten-hundredths (0.10) of the

absolute value of their sum. A minimum of four (4)

measurements per tube current setting are required to

determine each average exposure. Thisrequirement is
expressed mathematically as:

X, - xJ < 0.100x, + X
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Where: X, and X, = Therétios of average exposureto
mAs obtained at each of two (2)
consecutive tube current settings

(3) Deviation of technique factors from indicated values
shdl not exceed ten percent (10%) or the limits specified
for that system by its manufacturer, whichever is grester.
(4) Thefollowing apply for general purpose stationary
and mobile x-ray systems:
(A) There shall be means for stepless adjustment of
the field size. The minimum field size at an SID of
one hundred (100) cm shall be no greater than five
(5) cm by five (5) cm.
(B) When alight localizer is used to define the x-ray
field, it shall provide an average illumination of not
less than one hundred sixty (160) lux or fifteen (15)
foot-candles at one hundred (100) cm or at the
maximum SID, whichever is less. The average
illumination shall bebased upon measurements made
in the approximate center of each quadrant of the
light field. Radiation therapy simulation systems
manufactured on and after May 27, 1980, areexempt
from compliance with this clause.
(C) The edge of thelight field at one hundred (100)
cmor at the maximum SID, whichever isless, shall
have a contrast ratio, corrected for ambient lighting,
of at least four (4) for beam-limiting devicesused on
stationary equipment and a contrast ratio of at least
three (3) for beam-limiting devices used on mobile
x-ray egquipment. Compliance shall be determined
utilizing ameasuring instrument aperture of one (1)
mm diameter.
(5) Beam limitation for portable x-ray systems shall
comply with subsection (d) and subdivision (4).
(6) Stationary general purpose x-ray systems equipped
with atube housing assembly, an x-ray control, and, if
so equipped, a table, al of which are certified in
accordance with 21 CFR 1020.30(C), shall comply
with the following:
(A) Means shall be provided for positive beam
limitation which will, at the SID for which the
device is designed, either cause automatic adjust-
ment of the x-ray field in the plane of the image
receptor to the image receptor size within five (5)
seconds after insertion of the image receptor or, if
adjustment is accomplished automatically in atime
interval greater than five (5) seconds or is manual,
will prevent production of x-rays until such adjust-
ment is completed. For the SID at which the device
is not intended to operate, the device shall prevent
the production of x-rays.
(B) Thefield sizein the plane of the image receptor,
whether automatically or manually adjusted, shall be
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such that neither thelength nor thewidth of thex-ray
field differs from that of the image receptor by
greater than three percent (3%) of the SID. The sum
of the absolute values for the field size length and
width differences shall be no morethan four percent
(4%) of the SID whenthebeamaxisisperpendicular
to the plane of the image receptor.
(C) The radiographic system shall be capable of
operation, at the discretion of the operator, so that
thefield sizeat theimage receptor can be adjusted to
asize smaller than theimage receptor. The minimum
field sizeat adistance of one hundred (100) cm shall
be no greater than five (5) cm by five (5) cm. Return
to positive beam limitation as specified in clauses
(A) and (B) shall occur upon a change in image
receptor.
(D) Positive beam limitation may be bypassed:

(i) when radiography is conducted without use of

the cassette tray or permanently mounted vertical

cassette holder;

(ii) or when either the beam axis or tableangulationis

not within ten (10) degrees of horizontal or vertical

during any part of the exposure; or

(iii) during stereoscopic radiography.
If abypassmodeis provided, returnto positive beam
limitation shall be automatic.
(E) Capability may be provided to override positive
beam limitation in the event of system failure or
when it is necessary to perform special procedures
which cannot be performed in the positive mode.
However, if such capability is provided, it shall be
necessary to use akey to override the positive mode
and it shall be impossible to remove the key while
the positive mode is overridden.

(n) Except for dental panoramic systems, termination
of exposure shall cause automatic resetting of the timer
toitsinitial setting or to the zero (0) position. (Indiana
State Department of Health; 410 IAC 5-6.1-121; filed
Oct 29, 1993, 5:00 p.m.: 17 IR 374; readopted filed Jul
11, 2001, 2:23 p.m.: 24 IR 4234)

4101AC5-6.1-122 Special pur pose x-ray systems
Authority: |C 16-41-35-26; I C 16-41-35-29
Affected: IC 16-41-35

Sec. 122. (@) In addition to compliance with sections
118, 119, and 121 of this rule, special purpose x-ray
systems and associated facilities shall comply with this
section. Specia purpose x-ray facilities must be evalu-
ated at intervals not to exceed twelve (12) months by a
diagnostic imaging physicist or x-ray machine inspector
approved by the department.
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(b) Means shall be provided to limit the x-ray field in
the plane of theimagereceptor so that such field does not
exceed each dimension of the image receptor by more
than two percent (2%) of the SID when the axis of the x-
ray beam is perpendicular to the plane of the image
receptor.

(c) Means shall be provided to aign the center of the
x-ray field with the center of theimage receptor towithin
two percent (2%) of the SID, or means shall be provided
to both size and align the x-ray field such that the x-ray
field at the plane of the image receptor does not extend
beyond any edge of the image receptor. This subsection
may be met if the system complieswith section 121(c) of
this rule. This subsection may also be met if means for
alignment are provided, with either of the following:

(1) Anassortment of removabl e, fixed-aperture, beam-

limiting devices sufficient to meet the requirement for

each combination of image receptor size and SID for
which the system is designed, with each such device
having clear and permanent markings to indicate the
image receptor size and SID for which it is designed.

(2) A beam-limiting device having multiple fixed

apertures sufficient to meet the requirement for each

combination of image receptor sizeand SID for which
the system is designed. Permanent, clearly legible
markings shall indicate the image receptor size and

SID for which each aperture is designed and shall

indicate which apertureisin position for use.
(Indiana Sate Department of Health; 410 IAC 5-6.1-
122; filed Oct 29, 1993, 5:00 p.m.: 17 IR 377; readopted
filed Jul 11, 2001, 2:23 p.m.: 24 IR 4234)
4101AC5-6.1-123 Intraoral dental radiographic

systems
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 123. (@) In addition to compliance with sections
118and 119 of thisrule, intraoral dental x-ray equipment
and associated facilities shall comply with this section.
Extraoral dental radiographic systems are exempt from
this section, but must comply with section 121 of this
rule. Intraoral dental x-ray facilities must be evaluated at
intervals not to exceed thirty-six (36) months by a
diagnostic imaging physicist or x-ray machine inspector
approved by the department.

(b) X-ray systems designed for use with an intraoral
image receptor shall be provided with meansto limit the
SSD to no less than eighteen (18) cm if the system is
capable of operation abovefifty (50) kVp or nolessthan
ten (10) cm, if the system is not capable of operation
above fifty (50) kVp.

(c) Radiographic systems designed for use with an
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intraoral image receptor shall be provided with meansto
limit the x-ray beam such that:

(1) if the minimum SSD is eighteen (18) cm or more,

the x-ray field, at the minimum SSD, shall be contain-

ablein acircle of diameter seven (7) cm or less; or

(2) if the minimum SSD isless than eighteen (18) cm,

the x-ray field, at the minimum SSD, shall be contain-

ablein acircle of diameter six (6) cmor less.

(d) Means shall be provided to terminate exposure at:

(1) apreset timeinterval;

(2) apreset product of current and time;

(3) apreset number of pulses; or

(4) apreset radiation exposure to the image receptor.
It shall not be possible to make an exposure when the
timer is set to the zero (0) or off position if either is
provided. With a timer setting of five-tenths (0.5) sec-
onds or less, the average exposure period (T,,,) shall be
no lessthan five (5) times the maximum exposure period
(T a0 Minus the minimum exposure period (T ) When
four (4) timer tests are performed. This requirement is
expressed mathematically as:

Tavg =5 (Tmax - Tmin)

(e) An x-ray control shall be incorporated into each x-
ray system such that an exposure can be terminated by
the operator at any time, except for exposures of one-half
(1/2) second or less. The x-ray control shall provide
visual indication observable at or from the operator's
protected position whenever x-rays are produced. In
addition, a signal audible to the operator shall indicate
that the exposure has terminated. X-ray controls shall be
located as follows:

(1) Stationary x-ray systems installed after June 25,
1978, shal have the x-ray control permanently
mounted in a protected area so that the operator must
remain in that protected area during the entire expo-
sure.
(2) Mobile and portable x-ray systemswhich are used
for greater than one (1) week in the same location,
such asaroom or suite, shall comply with subdivision
(D).
(3) Mobile and portable x-ray systems which are used
for greater than one (1) hour and less than one (1)
week at the same location, such as aroom or a suite,
shall comply with subdivision (1) or be provided with
a protective barrier six and five-tenths (6.5) feet high
placed at least six (6) feet from the tube housing
assembly and at |east six (6) feet from the patient.
(4) Mobile and portable x-ray systems which are used
to make an exposure of a patient at the use location
shall comply with subdivision (3) or be provided with
amethod of x-ray control which will permit the opera-
tor to be at | east twelve (12) feet from the tube housing
assembly during an exposure.
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() The coefficient of variation of exposure shall not
exceed ten-hundredths (0.10) when all technique factors
are held constant. This requirement shall be deemed to
have been met if, when four (4) exposures are made at
identical technique factors, the value of the average
exposure (E,,) is no less than five (5) times the maxi-
mum exposure (E,,) minus the minimum exposure
(Ein)- Thisrequirement is expressed mathematically as:

Eavg 25 (Emax - Emin)

(g) Patient and film holding devices shall beused when
the techniques permit.

(h) Thetubehousing and the position indicating device
shall not be hand held during an exposure.

(i) Thex-ray system shall be operated in such amanner
that the useful beam at the patient's skin complies with
subsection (c).

(j) Dental fluoroscopy shall be conducted only with
image intensification.

(k) Diagnostic x-ray systems incorporating one (1) or
more certified components shall be required to comply
with the following additional requirements which relate
to those certified components:

(1) When such equipment is operated on an adequate
power supply as specified by the manufacturer in
accordance with applicable federal standards, the
coefficient of variation of exposure shall be no greater
than five-hundredths (0.05) for any specific combina-
tion of selected technique factors.

(2) When such equipment allows a choice of x-ray tube

current settings and is operated on a power supply Speci-

fied by the manufacturer in accordance with applicable
federal standards, for any tubepotentia (kVp) withinforty
percent (40%) to one hundred percent (100%) of the
maximum KV p rating, the absol ute value of thedifference
between the ratio of average exposure in mR to the
indicated mAs obtained at any two (2) consecutive tube
current settings, shal not differ by more than ten-hun-

dredths (0.10) of the absolute value of their sum. A

minimum of four (4) measurements per tube current

Setting are required to determine each average exposure.

This requirement is expressed mathematically as.

X, - xJ < 0.100x, + X

X,and X, = Theratiosof average expo-
sure to mAs obtained at
each of two (2) consecutive
tube current settings

(3) Deviation of technique factors from indicated

values shall not exceed the limits specified for that

system by its manufacturer.

(4) Termination of exposure shall cause automatic

resetting of the timer to itsinitial setting or to the zero

Where:
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(0) position.
(5) All dental x-ray systems manufactured on or after
December 1, 1980, shall have ahalf-value layer of not
less than one and five-tenths (1.5) mm auminum
equivalent. Systems operating above seventy (70) kVp
are subject to the filtration requirements of section
119(f) of thisrule.
(Indiana State Department of Health; 410 IAC 5-6.1-
123; filed Oct 29, 1993, 5:00 p.m.: 17 IR 377; readopted
filed Jul 11, 2001, 2:23 p.m.; 24 IR 4234)
4101AC 5-6.1-124  Therapeutic x-ray systems
operating at lessthan one

MeV
Authority: 1C 16-41-35-26; |C 16-41-35-29
Affected: 1C 16-41-35

Sec. 124. (a) Thissection and 410 IAC 5-9, excluding
410 IAC 5-9-8(a), 410 IAC 5-9-10(a), 410 IAC 5-9-
10(c), and 410 IAC 5-9-10(d), shall apply to medical
facilities using therapeutic x-ray systems capable of
operating at less than one (1) MeV.

(b) When the tube is operated at its |eakage technique
factors, leakage radiation shall not exceed thefollowing:

(1) For contact therapy systems, onehundred (100) mR

per hour at five (5) cm from the surface of the tube

housing assembly.

(2) For systems capable of operating from zero (0) to

one hundred fifty (150) kVp which are manufactured

prior to June 25, 1978, one (1) roentgen per hour at
one (1) meter from the source.

(3) For systems capable of operating from zero (0) to

onehundredfifty (150) kV p which weremanufactured

on or after June 25, 1978, one hundred (100) mR per
hour at one (1) meter from the source.

(4) For systems capable of operating from greater than

one hundredfifty (150) to five hundred (500) kV p, one

(1) roentgen per hour at one (1) meter from the source.

(5) For systems capable of operating in excess of five

hundred (500) kVp, nho more than one-tenth of one

percent (0.1%) of the useful beam at one (1) meter
from the source.

(c) Permanent fixed diaphragms or cones used for
limiting the useful beam shall provide the same or a
higher degree of protection as required for the tube
housing assembly.

(d) Removable beam-limiting devices shall, for the
portion of the useful beam to be blocked by these de-
vices, transmit not more than one percent (1%) of the
original x-ray beam at the maximum kilovoltage and
maximum treatment filter. This requirement does not
apply toauxiliary blocks or materials placed in the useful
beam to shape the useful beam to the patient.
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(e) Adjustable beam-limiting devices installed after
June 25, 1978, shall comply with subsection (d). Adjust-
able beam-limiting devices installed before June 25,
1978, shall, for the portion of the x-ray beam to be
blocked by such devices, transmit no more than five
percent (5%) of the useful beam at the maximum
kilovoltage and maximum treatment filter.

(f) Thefilter system shall be such that filters cannot be
accidentally displaced from the useful beam at any
possible tube orientation. Each filter shall be marked to
identify its thickness and material of which it is con-
structed. For wedgefilters, the wedge angle shall appear
on the wedge or wedgetray. Theradiation at five (5) cm
from the filter insertion slot opening shall not exceed
thirty (30) roentgens per hour at any operating condition.

(9) The tube housing assembly shall be capable of
immobilization for stationary treatment. It shall be
marked so that it is possible to determine the location of
the focal spot to within five (5) mm. The marking shall
be readily accessible for use during calibration proce-
dures.

(h) Contact therapy system tube housing assemblies
shall have aremovable shield of at least five-tenths (0.5)
mm lead equivalency at one hundred (100) kVp which
can be positioned over the entire useful beam exit port
during periods when the beam isnot in use.

(i) Therapeutic x-ray systems capable of operating at
greater than one hundred fifty (150) kVp, which were
manufactured after June 25, 1978, shall be provided with
abeammonitor systemhaving thefollowing capabilities:

(1) The system shall have the radiation detector of the

monitoring System interlocked to prevent incorrect

positioning.

(2) The system shall not allow irradiation until avalue

for exposure has been selected at the x-ray control

panel.

(3) The system shall independently terminate irradia-

tion when the selected exposure has been reached.

(4) The system shall be so designed that the dose

administered to a patient prior to any system malfunc-

tion or power failure can be accurately determined.

(5) Thesystem shall have adisplay at the x-ray control

panel from which the dose at a reference point in the

soft tissue can be calculated. This display must be
intentionally reset to the zero (0) position.

(6) The system shall have adisplay at the x-ray control

panel which does not have scale multiplying factors

and utilizes a design such that increasing dose is
displayed by increasing numbers.

(i) A timer shall be provided with adisplay at the x-ray
control panel. Thetimer shall have a preset time selector
and an elapsed time indicator. The timer shal be a
cumulative timer which activates with the production of
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radiation and retains its readings after irradiation is
interrupted or terminated. After irradiation isterminated
and before irradiation can be reinitiated, it shall be
necessary to reset the elapsed time indicator to the zero
(O) position. The timer shall terminate irradiation when
a preselected time has elapsed if any dose monitoring
system present has not previously terminated irradiation.
Thetimer shall permit accurate presetting and determina-
tion of exposure times as short as one (1) second. The
timer shall not permit an exposure if set at the zero (0)
position. When irradiation is controlled by a shutter
mechanism, the timer shall not activate until the shutter
is opened.

(k) Thex-ray control panel shall befitted with adevice
to terminate exposure at any time. In addition to displays
required by other provisions of this section, the x-ray
control panel shall indicate the following:

(1) When electrical power is available at the x-ray

control panel.

(2) If activation of the x-ray tube is possible.

(3) When x-rays are being produced.

(4) kV and x-ray tube current.

For x-ray equipment manufactured after June 25, 1978, the
x-ray control panel shall display specificfiltersin the beam.

() When an x-ray control panel may energize more
than one (1) x-ray tube, it shall be possible to activate
only one (1) x-ray tube at atime. The x-ray control panel
shall identify which x-ray tubeis energized, and the tube
housing assembly shall aso indicate when that tube is
energized.

(m) There shall be means of determining the SSD to
within one (1) cm.

(n) Unlessit is possibleto bring the x-ray output to the
prescribed exposure parameters within five (5) seconds,
the beam shall be automatically attenuated by a shutter
having a lead equivalency not less than that of the tube
housing assembly. After the system is at operating
parameters, the shutter shall be controlled el ectrically by
the operator from the x-ray control panel. The x-ray
control panel shall indicate the shutter position.

(o) Each x-ray system equipped with a beryllium or
other low filtration window shall be clearly labeled as
such upon the tube housing assembly and at the x-ray
control panel.

(p) Facilities which will house therapeutic x-ray
systems capable of operating at fifty (50) kVp or more
shall comply with the following:

(2) Provision shall be made for verbal communication
between the patient and the operator at the x-ray
control panel. However, wheretreatment requirements
or excessive noise levels make verbal communication
impractical, other effective methodsof communication
shall be utilized.
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(2) Windows, mirrors, closed circuit television, or an
equivalent system shall be provided to permit continu-
ous observation of the patient during irradiation and
shall be so located that the operator can observe the
patient from the x-ray control panel.
(3) When the primary viewing systemis electronic, an
dternate viewing system shall be available for usein
the event of failure of the primary viewing system. The
aternate viewing system may a so be electronic. Inthe
event of failure of both viewing systems, the therapeu-
tic x-ray system shall not be used to irradiate patients
until one (1) of the viewing systems is again fully
operational.

(q) Facilities which will house therapeutic x-ray
systems capable of operating at one hundred fifty (150)
kVp or more shall comply with subsection (o) and the
following:

(1) All protective barriers shall be fixed, except for
entrance doors or beam interceptors.
(2) Thex-ray control panel shall belocated outside the
treatment room.
(3) Interlocks shall be provided such that all treatment
roomentrances must be closed before treatment can be
initiated or continued. If the radiation beam is inter-
rupted by any door opening, it shall not be possible to
continueirradiation without closing all entrance doors
and manually reinitiating irradiation at the x-ray
control panel.

(4) When any door referred to in subdivision (3) is

opened while the x-ray tubeis activated, the exposure

one (1) meter from the source shall be reduced to less
than one hundred (100) mR per hour.

() Registrants shall have all new therapeutic x-ray
facilities, and existing facilities not previously surveyed,
surveyed by aradiation oncology physicist approved by
the department. Such surveys shall also be performed
after any changeinthefacility or equipment which might
cause a significant increase in radiation hazard. The
survey shall be done before the therapeutic x-ray system
is used for therapeutic purposes, and an evaluation
report, including all violations of this rule on a form
acceptable to the commissioner, must be completed by
the radiation oncology physicist and acopy forwarded to
the registrant and to the commissioner within thirty (30)
days of receipt of the completion of the survey. The
survey and report shall indicate al locations where the
dose equivalent rate exceeds the limits specified in this
rule.

(s) The registrant shall establish procedures to check
all timer calculations by an independent method or by a
second individual before administering thirty percent
(30%) of the prescribed total dose, to assure that the
given dose agreeswith themanual or computer generated
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dosecalculation, and with thewritten order of apractitio-
ner of the healing arts. Additionally, the registrant shall
verify that the correct beamfiltration and conefactorsare
used and documented.

(t) Calibration of therapeutic x-ray systems subject to
this section shall be performed before the system isfirst
usedforirradiation of anindividual and thereafter at time
intervals not to exceed twelve (12) months. Calibrations
shall be also be performed after any change which might
significantly alter the beam energy, spatial distribution,
or other output characteristics of the therapy beam.
Cdlibration shall be performed by a radiation oncology
physicist approved by the department, who is physically
present at thefacility. Radiation measurements conducted
during calibrations required by this subsection shall be
performed using adosimetry systemwhich complieswith
the following:

(1) The dosimetry system shall have an air-kerma or
exposure calibration factor traceable to the National
Institute for Standards and Technology.
(2) The dosimetry system shall have been calibrated
within the previous two (2) years and after any servic-
ing that may have affected its calibration. The system
shall have been calibrated in such a fashion that an
uncertainty can be stated for the radiation output
measured by the system. The dosimetry system shall
have had constancy checks performed onthe systemas
specified by aradiation oncol ogy physicist. Calibration
shall bein sufficient detail that the dose at areference
point in soft tissue may be calculated with amaximum
uncertainty of five percent (5%).
(3) Calibration of each therapy beam shall include, but
not be limited to, the output, half-valuelayer, and cone
factors. Records of calibration measurements and
dosimetry systemcalibrationsconducted in accordance
with this subsection shall be maintained by the regis-
trant for at least five (5) years after completion of such
calibration.

(u) Anindependent check of the output of atherapeu-
tic x-ray system shall be performed annually. The check
shall be performed by either of the following:

(1) A radiation oncology physicist approved by the

department, other than the one who performed the

annual output calibration, using a dosimetry system
other than the one that was used during said annual
calibration. The dosimetry system must also comply

with subsection (t).

(2) A thermoluminescence dosimetry service capable

of measuring doses with an accuracy of five percent

(5%) or less.

(v) Output spot checksshall be performed on therapeu-
tic x-ray systems during spot checks conducted in
accordancewith subsection (t), and thereafter at intervals
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not to exceed one (1) month, by a radiation oncology
physicist approved by the department. Output spot check
procedures shall be in writing and shall have been
developed by aradiation oncol ogy physicist approved by
the department. Output spot check procedures shall
specify:

(1) which tests or measurements are to be performed;

(2) the frequency the tests or measurements are to be

performed;

(3) the acceptable tolerance for each parameter mea-

sured compared to the value for that parameter as

determined in the last calibration conducted in accor-
dance with subsection (t); and

(4) the action to be taken if a tolerance has been

exceeded for any test or measurement required by the

written output spot check procedures.

If an output spot check conducted in accordancewiththis
subsection indicates avariance of morethan five percent
(5%) in output per timer unit compared to the value
determined in the last spot check conducted under this
subsection, the radiation oncology physicist shal cali-
brate the therapeutic x-ray system. Records of each
output spot check measurement conducted in accordance
with this subsection shall be maintained by theregistrant
for aminimum of five (5) yearsfrom the date the output
calibration was performed.

(w) The registrant shall perform weekly output con-
stancy checks on each of their therapeutic x-ray systems
in accordance with written output constancy check
procedures developed by a radiation oncology physicist
approved by the department. The output constancy check
procedures shall specify:

(1) the tests or measurements to be performed;

(2) the acceptable tolerance for each parameter mea-

sured compared to the value for that parameter as

determined in the last calibration conducted in accor-
dance with subsection (t); and

(3) the action to be taken if a tolerance has been

exceeded for a test or measurement required by the

written output constancy check procedures.
Atleast monthly, aradiation oncol ogy physicist approved
by the department shall review the results of al required
output constancy checks performed since his or her last
such review. If an output constancy check conducted in
accordance with this subsection indicates a variance of
more than five percent (5%) in output per timer unit
compared to the value determined in the last calibration
conducted in accordance with subsection (t), the regis-
trant shall repair the therapeutic x-ray system or under-
take other correctiveaction beforetheequipmentisagain
used to irradiate patients. The registrant shall also
perform an output constancy check to determine whether
or not thetherapeutic x-ray systemisagainin compliance
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with this subsection prior to utilizing the equipment to
irradiate patients. A record of each output constancy check
performed in accordance with this subsection, and any
repairs or corrective action undertaken in compliance with
this subsection, shall be maintained by the registrant for a
minimumof two (2) yearsfromthedatethe output constancy
check, repair, or corrective action was performed.

(X) The registrant shall perform checks on treatment
planning computers and dose cdculation dgorithms in
accordance with written quality assurance procedures
devel oped by aradiation oncology physicist approved by the
department. At a minimum, the written quality assurance
procedures shall requirethat the registrant do the following:

(1) Ensure that any computer software changes,

including beam data files, have been correctly imple-

mented without corrupting beam data.

(2) Verify that al users of treatment planning comput-

ers have been trained in the use of the computers.

(y) Theregistrant shall establish and maintain awritten
quality management planto assurethat radiation froman
x-ray therapy system is administered as ordered by a
practitioner of the healing arts. At aminimum, a quality
management plan must assure all of the following:

(2) Prior to administration, a written order for thera-

peutic radiation must be prepared by a practitioner of

thehealing arts. Theorder shall specify, at aminimum,
the following:
(A) The patient's name.
(B) The anatomical treatment site or sites.
(C) For each treatment site, the following:
(i) Beam energy.
(i) HVL.
(iii) The dose per fraction.
(iv) The number of fractions.
(v) Thetotal dose.

If, in the opinion of a practitioner of the healing arts,
any delay could jeopardize the health of a patient, the
practitioner may verbally order therapeutic radiation,
as long as the practitioner prepares a written order in
accordance with this subdivision, to confirm hisor her
verbal orders, within seventy-two (72) hoursof issuing
the verbal order.

(2) Treatment plans and related calculationsfor radia-

tion are in accordance with the written order of a

practitioner of the healing arts.

(3) Each administration of therapeutic radiation isin

accordance with awritten order of apractitioner of the

healing arts.

(4) Any deviation fromthewritten order of apractitio-

ner of the healing arts in excess of ten percent (10%)

of the daily prescribed dose is identified, evaluated,

and the findings communicated to the practitioner of
the healing arts.
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(2) The registrant shall review the radiation oncology
chart of patients subjected toirradiation fromatherapeu-
tic x-ray system in accordance with written quality
assurance procedures devel oped by aradiation oncol ogy
physicist approved by thedepartment. At aminimum, the
written quality assurance procedures shall require the
following:

(1) The documented timer settings used for each field

is[sic., are] in conformance with the calculations.

(2) The therapeutic x-ray system operator initials the

treatment documentation for each patient he or she

treats, each day.

(3) The daily radiation dose and the cumulative radia-

tion dose are recorded.

(4) Each written order for therapy treatment is being

followed.

(5) Thetotal prescribed dose for each treatment siteis

appropriately indicated.

(aa) Theregistrant shall submit awritten report to the
commissioner of any misadministration within fifteen
(15) days of discovery of the misadministration. The
report shall:

(1) state the name and address of the registrant;

(2) state the name of the practitioner of the healing arts

who prescribed the x-ray therapy at issue;

(3) state the name of the individual who was improp-

erly irradiated or the name of that individual'sparent or

guardian, if applicable;

(4) briefly describethe nature of the misadministration

and any resultant effect on the individual who was

improperly irradiated;

(5) describe the actions taken by the registrant to

prevent arecurrenceof similar misadministrations; and

(6) state what information has been presented to the

individual who was improperly irradiated, or to that

individual's parent or guardian, if applicable.
A copy of thereport shall be maintained by the registrant
for at least five (5) years after the date of the
misadministration.

(bb) If possible, within twenty-four (24) hours of
discovery of a misadministration, the registrant shall
notify theindividual who hasbeenimproperly irradiated,
or that individual's parent or guardian, if applicable,
about the misadministration, unless, in the opinion of a
practitioner of the healing arts, such notification would
be harmful to that individual. Also, within twenty-four
(24) hours of discovery of a misadministration, the
registrant shall notify the referring practitioner of the
healing arts about the misadministration. At aminimum,
the notification shall briefly describe the nature of the
misadmini stration and any resultant effect ontheindivid-
ual who was improperly irradiated.

(cc) Therapeutic x-ray systems shall not be left unat-
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tended unless the system or the treatment room door is
secured against unauthorized use.

(dd) When a patient must be held in position for
radiation therapy, mechanical supports or restraining
devices shall be used.

(ee) The tube housing assembly shall not be held by
hand during operation unless the system is designed to
require holding and the kVp of the system does not
exceed fifty (50) kVp. In such cases, the holder shall
wear protective glovesand an apron of not lessthan five-
tenths (0.5) mm lead equivalency at one hundred (100)
kVp.

(ff) No individual other than the patient shall bein the
treatment room during exposures from therapeutic x-ray
systems unless such individual is shielded by protective
barriers sufficient to reduce their exposure to no more
than that allowed by 410 |AC 5-4-2. Noindividual other
than the patient shall be in the treatment room during
exposures from therapeutic x-ray systems operating
above one hundred fifty (150) kVp.

(gg) A therapeutic x-ray system shall not be used to
administer radiation therapy unless it complies with
subsections (1), (v), and (w). (Indiana State Department
of Health; 410 IAC 5-6.1-124; filed Oct 29, 1993, 5:00
p.m.: 17 IR 379; readopted filed Jul 11, 2001, 2:23 p.m.:
24 IR 4234)
4101AC5-6.1-125  Therapeuticx-ray or electron

systems operating at one

MeV or more
Authority: |1C 16-41-35-26; | C 16-41-35-29
Affected: 1C 16-41-35

Sec. 125. (a) Thissection and 410 IAC 5-9, excluding
410 IAC 5-9-8(a), 410 IAC 5-9-10(a), 410 IAC 5-9-
10(c), and 410 IAC 5-9-10(d), shall apply to medical
facilities using therapeutic x-ray or electron systems
capable of operating at one (1) MeV or more.

(b) Therapeuticx-ray or el ectron systems manufactured
after January 1, 1985, shall comply with the following:

(1) The absorbed dose due to |eakage radiation, when
measured at any point in the patient plane, shall not
exceed one-tenth of one percent (0.1%) for x-ray
|eakageor five-hundredthspercent (0.05%) for neutron
leakage of the maximum absorbed dose of the
unattenuated useful beam measured at the point of
intersection of the central axis of the beam and the
isocenter or normal treatment distance.

(2) For each therapeutic x-ray or electron system, the

registrant shall determine or obtain from the manufac-

turer the leakage radiation existing at the positions
specified in subdivision (1) for operating conditions
producing maximum leakage radiation. Radiation
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measurements excluding neutrons shall be averaged

over an area of one hundred (100) square cm or less.

Neutron measurements shall be averaged over an area

of two hundred (200) sguare cm or less. Records on

|eakage radiation measurements shall be maintained
for inspection by the commissioner.

(c) Therapeutic x-ray or electron systems manufactured
on or before January 1, 1985, shall comply with the
following:

(1) The absorbed dose due to |eakage radiation at any
point in the patient plane shall not exceed one-tenth of
one percent (0.1%) of the maximum absorbed dose of
the unattenuated useful beam measured at the point of
intersection of the central axis of the beam and the
isocenter or norma treatment distance for Xx-ray
leakage.

(2) For each system, the registrant shall determine or

obtain from the manufacturer the leakage radiation

existing at thepositionsspecifiedinsubdivision (1) for
operating conditions producing maximum leakage
radiation. Radiation measurements shall be averaged
over an area of one hundred (100) square cm or less.

Records on leakage radiation measurements shall be

maintained for inspection by the commissioner.

(d) Adjustable or interchangeable beam-limiting
devicesshall be provided. Such devicesshall transmit no
more than two percent (2%) of the useful beam, exclud-
ing its neutron component, at the normal treatment
distancefor the portion of the useful beamwhichisto be
attenuated by the beam-limiting device.

(e) Each filter which is removable from the system
shall be clearly marked with an identification number.
Documentation shall be available at the control panel
describing each filter. For wedgefilters, thewedge angle
shall be indicated on the wedge or wedge tray. If the
absorbed doserate datarequired by subsection (t) relates
exclusively to operation with afield-flattening or beam-
scattering filter in place, such filter shall not be remov-
able by hand.

(f) Those therapeutic x-ray or electron systems manu-
factured after January 1, 1985, which utilize a system of
wedge filters, interchangeable field-flattening filters, or
interchangeabl ebeam-scattering filtersshall comply with
the following:

(1) Irradiation shall not be possible until a selection of

afilter or filter code has been made at the x-ray control

panel.

(2) An interlock system shall be provided to prevent

irradiation if the filter selected is not in the correct

position.

(3) Aninterlock shall be provided to prevent irradia-

tion if any filter selection operation carried out in the

treatment room does not agree with the filter selection
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operation carried out at the x-ray control panel.

(g) The registrant shall determine, or obtain from the
manufacturer, data sufficient to assure that the following
requirements are met:

(1) Theabsorbed doseresulting from x-raysin auseful

electron beam at apoint on the central axis of thebeam

ten (10) cm greater than the practical range of the
electrons shall not exceed thevalues stated in the table
in this subdivision. Linear interpolation shall be used
for values not stated.
TABLE I
X-Ray Absorbed Dose
as a Fraction of
Maximum Dose

Maximum Energy
of Electron Beam

1MeVv 0.03
15 MeV 0.05
35 MeV 0.10
50 MeV 0.20

Compliance shall be determined using the following:

(A) A measurement within a phantom with the
incident surface of the phantom at the normal treat-
ment distance and normal to the central axis of the
beam.
(B) A phantom having cross sectional dimensions
which exceed the measurement radiation field by at
least five (5) cm and of depth sufficient to perform
the required measurement.

(2) The absorbed dose at a surface located at the

normal treatment distance, at the point of intersection

of that surface with the central axis of the useful beam
during x-ray irradiation, shall not exceed the limits
stated in the tablein thissubdivision. Linear interpola-
tion shall be used for values not stated.
TABLE IV
Absorbed Dose at the
Surface as a Fraction

Maximum Photon Energy  of the Maximum Dose

1MeV 0.80
2MeVvV 0.70
5MeV 0.60
15 MeV 0.50
35 MeV 0.40
50 MeV 0.20

Compliance shall be determined by measurements
made as follows:
(A) Within a phantom using an instrument which will
allow extrapolation to the surface absorbed dose.
(B) Using a phantom having size and placement
which complies with subdivision (1).
(C) After remo